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UNITED STATESDISTRICT COURT
DISTRICT OF NEW JERSEY

In Re: Invokana (canagliflozin) Products Liability Litigation MDL No. 2750

TERESA ROSS,
Plaintiff,

V. CIVIL ACTION

JANSSEN RESEARCH & DEVELOPMENT LLC,,
flk/a JOHNSON AND JOHNSON PHARMACEUTICAL
RESEARCH AND DEVELOPMENT LLC;
JANSSEN PHARMACEUTICALS, INC,,
f/k/a JANSSEN PHARMACEUTICA INC,,
flk/a ORTHO-MCNEIL-JANSSEN PHARMACEUTICALS, INC,;
JOHNSON & JOHNSON CO.;
JANSSEN ORTHO LLC;
MITSUBISHI TANABE PHARMA HOLDINGSAMERICA, INC;
MITSUBISHI TANABE PHARMA DEVELOPMENT
AMERICA, INC,;
TANABE RESEARCH LABORATORIES, U.SA., INC., and

MITSUBISHI TANABE PHARMA CORP.,

CASE NO.:

COMPLAINT AND
JURY DEMAND

Defendants.

N N N N N N N N N N N N N N N N N N N N N N e N

COMES NOW, the Plaintiff, Teresa Rodsy and through the undersigned attorneys,

and hereby brings the following allegaticared causes of action against the Defendant.

l. COMPLAINT

1. Plaintiff Teresa Ross(hereinafter Plaintiff), compining against Defendants,
Janssen Research & Development, LLC; Jangd&rmaceuticals, Johnson & Johnson, Janssen
Ortho, LLC, Mitsubishi Tanabe Rhma Holdings America, IncMitsubishi Tanabe Pharma
Development America, Inc., Tanabe Researdhokatories U.S.A., Inc., and Mitsubishi Tanabe

Pharma Corp. state as follows:
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. BACKGROUND

2. This is an action for damages sigtl by Plaintiff as a dice and proximate result
of Defendants’ negligent and wrongful conduictconnection with the design, development,
manufacture, testing, packaging, promoting, mtmge distribution, labkng, and/or sale of
Invokana (also known as canagliflozin).

1. PARTIES

3. At the time of Plaintifferesa Rosaise of Invokana and jaries, Plaintiff was a
resident and citizen of Springwll Lawrence County, Indiana. Plafhpresently is a citizen of
and resides in Springville, Lawrence County, Indiana.

4. Defendant Janssen ResedicBevelopment LLC (Janssen R&D) is a limited
liability company organized undéne laws of New Jersey, with principal place of business at
920 Route 202, RaritanNew Jersey08869. Janssen R&D’s sole member is Janssen
Pharmaceuticals, Inc.

5. Janssen R&D is registereddtmbusiness throughout the United States, including
in Indiana, the state whereaitiff resides and was treated.

6. Defendant Janssen Pharmaceuticals, Inc. (Janssen) is a Pennsylvania corporation
with a principal place of busass at 800 Ridgeview Drive, Horsham, Pennsylvania 19044. Both
Janssen, and its wholly owned LLC, JansseR&re subsidiaries of Johnson & Johnson.

7. Janssen is registered tohisiness throughout the United States, including in
Indiana, the state where Riaif resides and was treated.

8. Defendant Johnson & Johnson, Inc. (J&JaidNew Jersey corporation with a
principal place of business at One Johnson & Johnson Plaza,BNewswick, New Jersey

08933.
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9. J&J is registered to do mesis throughout the United States, including in
Indiana, where Plaintiffesides and was treated.

10. Defendant Janssen Ortho, LLGnEken Ortho) is a Delare company with a
principal place of business at St&ead 933 Km 01, Gurabo, Puerto Rico 00778.

11. Janssen Ortho is registeredadusiness throughout the United States, including
Indiana, where Plaintiffesides and was treated.

12. At all relevant timeganssen Ortho manufactured Invokana.

13. Defendant Mitsubishfanabe Pharma Corp. (Tanabe) is a Japanese corporation
with its principal place obusiness at 3-2-10, Dosho-machi, Chuo-ku, Osaka 541-8505, Japan.
Tanabe is engaged in the bussetresearching, developing signing, licensingmanufacturing,
distributing, supplying, sellingmarketing, and introducing intanterstate commerce, either
directly or indirectlythrough third parties or la&ted entities, its products, including the prescription
drug Invokana.

14. Defendant Mitsubishi Tanabe RharHoldings America, Inc. (Tanabe Holdings)
is a Delaware corporation, with a principahqe of business at 525 Wasjton Boulevard, Suite
400, Jersey CityNew Jerseyp7310.

15. Tanabe Holdings is a subsidiarfy Tanabe and a holy company for U.S.
subsidiaries.

16.  Defendant Mitsubishi Tanabe Pharma Depment America, Inc. (Tanabe
Development) is a Delaware corporation, watlprincipal place of business at 525 Washington
Boulevard, Suite 400, Jers&ty, New Jersey 07310.

17. Tanabe Development licenses plaaeuticals and drug therapies including

Invokana for its parent cormdion, Tanabe and conductknical development activity for
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obtaining marketing approval of drugs the U.S., including Invokana, and provides
administration support for the U.S. affiliates.

18. Defendant Tanabe Researthboratories U.S.A., Inc. (Tanabe Research) is a
California corporation, with a prcipal place of business 4540 Tosv@entre Court, San Diego,
California 92121.

19. Tanabe Research conducts pharmaceutesgarch, including with respect to
Invokana

20. At all times herein mentioneDefendants advertised, promoted, supplied, and
sold to distributors and retailers for resalghysicians, hospitals, medil practitiones, and the
general public a certain pmaaceutical product, Invokana.

V. JURISDICTION AND VENUE

21. This Court has pisdiction over this action pswant to 28 U.S.C. § 1332,
because the amount in controversy as tonBffiexceeds $75,000.00, exclusive of interest and
costs, and because Defendant is incorporateldhas its principal place of business in states
other than the state in which Plaintiff is a citizen.

22.  Venue is proper in this jurisdictiopursuant to 28 U.S.C. § 1391, because a
substantial part of the eventsamissions giving rise to the chaioccurred in this District, and
because Defendants’ conduct substantial business in this District.

23. At all times relew to this action, Defendants engaged, either directly or
indirectly, in the business of marketing, prdimg, distributing, and selling prescription drug
products, including Invokanawithin Indiana, witha reasonable expedtat that the products
would be used or consumed instlstate, and thus regularly saled or transacted business in

this state.
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24. At all times relewd to this action, Defendants were engaged in substantial
business activities in Indianancluding disseminating inaccurate, false, and misleading
information about Invokana to héaicare professionals in Indianaith a reasonae expectation
that such information would be used antlegt upon by health care professionals throughout
Indiana and throughout the United States.

25. At all times relevant to thistemm, Defendants were resjered to do business in
Indiana.

26. At all times relevant to thistem, Defendants consentéd jurisdiction of this
Court.

V. FACTUAL ALLEGATIONS

27. This action is for damages broughtbehalf of the Platiff. Teresa Ross was
prescribed and supplied withcesved and has taken the prgsiton drug Invokana. This action
seeks, among other relief, general and speatamhages and equitable relief due to Plaintiff
suffering severe and life-threateniisgle effects of Starvation Ketossaused by this drug.

28. Invokana is a member of the gliflozin class of pharmaceuticals, also known as
sodium-glucose co-transporter 2 (“SGLT2") inhibitors.

29. SGLT2 inhibitors, including InvoRa, inhibit renal gluase reabsorption through
the SGLT2 receptor in the proximal renal tubulesusing glucose to be excreted through the
urinary tract. This puts additional stress on the kidiepsatients already at risk for kidney disease.

30. SGLT2 inhibitors, includinghvokana, are designed to target primarily the

SGLT2 receptor, but have varying selectivity this receptor, and block other sodium-glucose



Case 3:17-cv-02068 Document1 Filed 03/29/17 Page 6 of 40 PagelD: 6

co- transporter receptors, including SGLT1.

31. The SGLT2 and SGLT1 receptors are located throughout the body, including in
the kidney, intestines, and brain.

32. Invokana has the highest s@lgy for the SGLT1 receptor among SGLT2
inhibitors currently marketed in the United States.

33. SGLT2 inhibitors,including Invokana, are currently approved only for
improvement of glycemic control imdults with type 2 diabetes.

34. At all times herein mentionedgtbefendants were engagen the business of
researching, licensing, designing, formulatingmpounding, testing, maradturing, producing,
processing, assembling, inspecting, distributingketing, labeling, promoting, packaging and/or
advertising for sale or selling the prescription drug InvokBmmathe use and application by
patients with diabetes, including, but not limited to, Plaintiff.

35. On information and belief, Defendants Tanabe, Tanabe Holdings, Tanabe
Development, and Tanabe Resarin collaboration with # other Defendants, designed
developed, and marketed the diabetes drogpKana in the United States, and have made
misrepresentations regarding the safety of the.drug

36. Defendant J&J, the parent company afisken, is involved in the marketing and
branding of Invokana and publishes mankgtand warnings regarding the product.

37. Indeed, Defendants have published advemtisnts on their company websites and
issued press releases announdawgprable information about Invaka. For example, the FDA’s
approval of Invokana on Manc29, 2013 was announced on the 3&b site. On April 1, 2013,
Tanabe announced the approvalmfokana in the United States a new treatment option for

Type 2 diabetes. On March 14, 2016, the J8Lied a press release announcing “First Real-
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World Evidence Comparing an SGLT2 Inhibitor wibi*P-4 Inhibitors ShosvAdults with Type

2 Diabetes Achieve Greaterd®ld Glucose Control with INVOKNA® (canagliflozin)”. The

former announcements did not contain warnia@®ut ketoacidosis, serts infections, etc.,
while the latter announcement mentioned these conditions.

38. Through these advertisements, preleases, publicationsna web sites, J&J has
purposefully directed actives at residents of Indiana.

39. The Invokana-related pages oa fhefendants’ web sites are accessible from
within Indiana, and have beerdiexed by search engings that they are located through searches
that are conducted from within Indiana.

40. Defendant J&J also published infation touting the strongales of Invokana in
its corporate reportsnd in earnings calls.

41. Further, J&J employees had resfimlity for overseeing promtion strategies for
the drug Invokana.

42. All marketing materials, advedisents, press releaseseb site publications,
dear doctor letters, and other communicatioegarding Invokana are part of the design and
labeling of the drug, and could be altered without prior FDA approval.

43. Defendant J&J had the ability and the duty to independently alter the design and
labeling of Invokana. Specificallyt could independently publishdditional warnings regarding
Invokana, particularly the propensity of the driagcause diabetic ketoacidosis, renal injury,
renal failure, severe fection, bone fracture, etc.

44, Defendant J&J so substantially doetés and controls the e@tions of Janssen,
Janssen R&D, and Janssen Orthat thcould have required thetm make changes to the safety

label of the drug Invokana.
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45, J&J employees hold key roles ie tthesign, developmentegulatory approval,
manufacturing, distribution, and marketing of Invokand direct these acttias on behalf of J&J,
Janssen, Janssen R&D, and Janssen Ortho.

46. In fact, J&J so substantially doies and controls the eqations of Janssen,
Janssen R&D, and Janssen Ortho, that the enéiteesndistinct for purp@s of this litigation
such that Janssen, Janssen R&D, and JanssendDadhlal be considered agents or departments of
J&J, and J&J is their alter-ego.

47. Employees of Tanabe, TanaHeldings, Tanabe Research, and Tanabe
Development hold key roles in the design, depment, regulatory approval, manufacturing,
distribution, and marketing of Invokana andedir these activities on bdhaf J&J, Janssen,
Janssen R&D, and Janssen Ortho.

48. On information and belief, Defendadtanssen Ortho failed to properly
manufacture Invokana to ensure consistent qualith each batch that matched the (flawed)
design specifications. The failure of consister@nufacture stemmed from faulty manufacturing
processes, sub-par raw materials, and failuggaperly clean and maintain equipment and other
manufacturing facilities to ensun® cross-contamination fromicrobes and cleaning products.

49. On information and belief, manufacturing detfs contributed to and caused injuries
described elsewhere in this complaint.

50. Defendant Janssen, a wholly owned subsidiary of J&J, acquired the marketing
rights to Invokana in North America, and madaktadvertised, distributed, and sold Invokana in
the United States, including indiana.

51. In May, 2012, Janssen R&D submitted anNBrug Application to the FDA for

approval to market Invoke in the United States
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52.  In March 2013, the FDA approved Invokanaaasadjunct to diet and exercise for
the improvement of glycemic control in dtduwith the treatment of type 2 diabetes.

53.  As part of its marketing approval aoiMokana, the FDA required the defendants to
conduct five post-marketing studies: a @avdscular outcomestrial; an enhanced
pharmacovigilance program to monitor for malignasc serious cases phncreatitis, severe
hypersensitivity reactions, photosensitivity reawsi, liver abnormalities, and adverse pregnancy
outcomes; a bone safety study; awd pediatric studies under tiRediatric Research Equity Act
(PREA), including a pharmacokinetic and phacodynamic study and a safety and efficacy study.

54. In an effort to increase sales and nedrkhare, Defendantsave aggressively
marketed and continue to aggressively matkebkana to doctors andrdctly to patients for
off-label purposes, including, but not limited weeight loss, reduced blood pressure, kidney
benefits, cardiovascular benefigsd for use in type 1 diabetics

55. Defendants also, through their markg materials, misrepresented and
exaggerated the effectiveness of Invokana, bothigsability to lower glucose, and its benefit for
non- surrogate measures of health, suatedscing adverse cardiovascular outcomes.

56. Defendants’ marketing campaign willfully and intentionally misrepresented the
risks of Invokana and failed to warn about tleks of diabetic ketoacidosis, kidney failure, and
cardiovascular injury.

57. Defendants’ misrepresentatis and off-label advertising campaigns have led to
Invokana being prescribed for off-label uses, inge with type 1 diabetes, for weight loss, and
reduced blood pressure

58. Invokana is one of Defendts’ top selling drugsyith annual sales ofnvokana

exceeding $1 billion.
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59. At all times herein mentioned, Defendantsre authorized to do business within
Indiana

60. At all times herein mentionethe officers and dectors of Defendants
participated in, authorized, drdirected the production andgpnotion of the aforementioned
product when they knew, or with the exercisesafsonable care should have known, of the hazards
and dangerous propensities of gaiidduct and thereby actively partiated in the tortious conduct
which resulted in the injuries suffered by Plaintiff herein.

61. Defendants, botmmdividually and in concert wittone another, misrepresented
that Invokana is a safe and effective treatmentyfpe 2 diabetes mellitus when in fact the drug
causes serious medical problems which requireitadigation and can lead to life threatening
complications, including butot limited to diabetic ketoacidissand its sequelae, kidney failure
and its sequelae, as wellsexious cardiovascular problems.

62. Specifically, Defendants knew sinould have known of éhrisks of diabetic
ketoacidosis and kidney failure based on the data available to them or that could have been
generated by them, including, but not limitéd animal studies, mechanisms of action,
pharmacodynamics, pharmacokineticg-plinical studies, clinical gtlies, animal models, genetic
models, analogous compounds, analogous conditiaivgrse event reports, case reports, post-
marketing reports, and regulatoguthority investigations, including, but not limited to the
following:

a. Invokana selectivity for the SGLT1 receptor;
b. Animal studies demonstratimgreased ketones when given Invokana;

c. Studies of phlorim indicating a propensitio cause ketoacidosis;

10
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d. Reports involving people with fanali glycosuria, indicéng a propensity to
develop ketoacidosis;

e. Clinical studies demonstratingtiaases in glucagon in people taking Invokana;

f.  Clinical studies, adverse event repo#sd case reports densirating increased
ketones in people taking Invokana;

g. Clinical studies, adverse evergports, and case reports demonstrating
dehydration and volume deplati in people taking Invokana;

h. Clinical studies, adverse event reppend case reportsrdenstrating vomiting
in people taking Invokana;

i. Clinical studies, adverse event reports, and case reports demonstrating re-
challenge responses in increasing kesoaed diabetic ketoacidosis in people
taking Invokana; and

j. Adverse event report analysis demonstrating an increased rate of reports for
ketoacidosis in people keng Invokana compared tother glucose-lowering
medications.

63. Diabetic ketoacidosis malead to complications sh as cerebral edema,
pulmonary edema, cerebrovascular accidemgpcardial infarction, nonspecific myocardial
injury, severe dehydration, and coma.

64. Invokana-induced diabetic ketoacidosisynk@ad to delayed treatment because
in many cases Invokana willkekp blood sugar below 250 mg/dlthreshold often used when
diagnosing diabetic ketoacidosis. This may kesuincreased progression of the condition and
increased injury to the patient.

65. Defendants were aware that the mechanism of action for Invokana places

11



Case 3:17-cv-02068 Document 1 Filed 03/29/17 Page 12 of 40 PagelD: 12

extraordinary strain on the kidneys and renal system

66. Despite its knowledge of data indicatingthnvokana use is aaally related to
the development of diabetic ketoacidosis artth&y failure, Defendants promoted and marketed
Invokana as safe and effective for persons ssdPlaintiff throughout #gnUnited States, including
Indiana

67. Despite Defendants’ knowledge of therne@ased risk of severe injury among
Invokana users, Defendants did not warn pagiedbut instead continued to defend Invokana,
mislead physicians and the public, and minimized unfavorable findings

68. Defendants failed to adequately waomsumers and physicians about the risks
associated with Invokana and the monitonieguired to ensure their patients’ safety

69. Despite Defendants’ knowledge of theneased risk of severe injury among
Invokana users, Defendants did not conduct thessecg additional studies to properly evaluate
these risks prior to marketing the drug to the general public

70. Consumers of Invokana artkeir physicians reliedn the Defendants’ false
representations and were misled as to the drs@fsty, and as a result have suffered injuries
including diabetic ketoacidosis, kidney failure, cardiovascular problems, and the life-threatening
complications thereof.

71. Consumers, including Plaintiff, have seveiternatives safer methods for treating

diabetes, including diet and egese and other antidiabetic agents

72. Plaintiff was pregsbed Invokana by their treagjnphysician and used it as
directed.
73. Plaintiff was prescribed Invokameimprove glycemic control as an adjunct to

diet and exercise on or about SeptemtBe2813.

12
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74. While taking Invokana, Rintiff developed Starieon Ketosis and severe
dehydration on or about March'3®015 as a result ofdatment with Invokana.

75. As a result of their development 8farvation KetosisPlaintiff developed
serious complications

76. Plaintiff has endured pain and sufferiregnotional distress, loss of enjoyment
of life, and economic loss, inaling significant expenses for dieal care and treatment which
will continue in the future. Plaintiff seekactual, compensatory, and punitive damages from
Defendants.

77. Defendants’ wrongful acts, @sions, and fraudulent megresentations caused
Plaintiff's injuries and damages.

78. Defendants, both individually and in conoerth one another, misrepresented that
Invokana is a safe and effective treatment for &/peabetes mellitus when in fact the drug causes
serious medical problems which require hospitalization and can lead to life threatening
complications, including butot limited to diabetic ketoacidissand its sequelae, kidney failure
and its sequelae, as wellsexious cardiovascular problems

79. Plaintiff's injuries were previable and resulted dicdy from Defendants’
failure and refusal to conduct proper safstudies, failure to properly assess and publicize
alarming safety signals, suppression of infororatievealing serious aride-threatening risks,
willful and wanton failure to provide adequate instructions, and willful misrepresentations
concerning the nature and safetylnvokana. This conduct andetiproduct defestcomplained
of were substantial factors in bringiagout and exacerbating Plaintiff's injuries.

80. Defendants, through their affirmativenisrepresentations and omissions,
actively concealed from Plaintiff and their physisahe true and significant risks associated

with taking Invokana.
13
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81. On information and belief, Defendantspth individually and in concert with
one another, withheld materiaformation from the FDA and migpresented material information
regarding the risks and benefits of Invokana in its communications witFQA. These omissions
and misrepresentations includiling to report instancesf diabetic ketoacidosis to the FDA,
failure to properly categorize adverse events in clinical trials, post- marketing trials, and obtained
through its adverse event reporting system, w&itdholding of relevant information from pre-
clinical and clinical trials

82. On May 15, 2015 the FDA announced that SGLT2 inhibitors may lead to
diabetic ketoacidas.

83. On September 10, 2015, the FDA annourtbatl Invokana causes premature bone
loss and fractres.

84. On October 16, 2015, Health Canada, @anadian drug redmtory authority,
announced that Invokana can cause acute kidney injury

85. On December 4, 2015, the FDAnaunced a label ahge for SGLT2
inhibitors, requiring that the labef SGLT2 inhibitors include a waing of ketoacidosis, the risk
of too much acid in the bloo@hile taking SGLT2 inhibitors

86. Prior to the FDA’s December 4, 20%afety announcement, Invokana’s label
continued to fail to warn consumers of the®es risk of develompig diabetic ketoacidosis

87. The Invokana label cumdly does not warnof the serious risks of developing bone
fractures and kidney injury

88. Despite the FDA’s announcements, DdBnts continue to engage in

aggressive direct-to-consumer and physiciarketang and advertising campaigns for Invokana

14
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89. Defendants failed to ensure that full andreot safety labeling and warnings were
used in pharmacy sheets that anpanied Invokana to the purchaser

90. At all times mentioned herein, Defenti knew, or in the exercise of
reasonable care should have knoWwat Invokana was of such a nature that it was not properly
designed, manufactured, tested, inspected, padkdgeeled, distributed, marketed, examined,
sold, supplied, prepared, andfmovided with proper warnings, was not suitable for the purpose
it was intended and was unreasonablgliiko injure tle product’s users

91. Defendants had a duty to waPaintiff's prescribingohysicians about the risks
of Invokana use, including the risk of acltdney failure andesulting complications

92. Had Plaintiff and their physians known the true riskssociated with the use of
SGLT2 inhibitors, including Invokana, Plairftivould not have been prescribed Invokaaad
Plaintiff would not have takemVokana or Plaintiff would have been adequately monitored for
its side effects, and as a resulquld not have suffered injuri@esd damages from using Invokana.

93. Plaintiff's prescribing and treating phgians relied on claims made by
Defendants that Invokana has been clinically shtaswmprove glycemic control and was generally
safe and effective. These claims reached Rfggnprescribing and treang physicians directly,
through print and television adwising, articles and study reports funded and promoted by
Defendants, and indirectly, through other healthgaoeiders and othemsho have been exposed
to Defendants’ claims through it®mprehensive marketing canpas.

94. Plaintiff relied on claims made by Defemds that Invokana has been clinically
shown to improve glycemic control and was gelhesafe and effective. These claims reached

Plaintiff directly, through printand television advertising, anddirectly, through Plaintiff's

15
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healthcare providers and othexho have been exposed to fBredants’ claims through their
comprehensive marketing campasg

95. Based on Defendants’ direct-to-canser advertising and Defendants’
misrepresentations and omissioR&intiff made an independedécision to use Invokana based
on the overall benefits and risks communicated by Defendants.

96. Plaintiff's injuries were a reasonablgreseeable consequence of Defendants’
conduct and Invokana’s defects, and were notoressly foreseeable to d&htiff or Plaintiff's
physicians.

97. As a foreseeable, direct, and proximatsmsequence of Defendants’ actions,
omissions, and misrepresentations, Plaintiff seffemjury. In addition, Plaintiff requires and
will continue to require healthcare and servi¢daintiff has incurred andill continue to incur
medical and related expenses. Plaintiff also swdfered and will continue to suffer diminished
capacity for the enjoyment of life, diminished quality of life, ikreased risk of premature death
aggravation of preexisting conditions, activatiotatént conditions, and other losses and damages.
Plaintiff's direct medical losseand costs include physician camonitoring, and treatment.
Plaintiff has incurred and will continue tocur mental and physical pain and suffering

98. Plaintiff files this lawsui within the applicable limitations period of first
suspecting that Invokana caused #ppreciable harm sustained Piintiff. Plaintiff could not,
by the exercise of reasonable diligence, haveod@m®d the wrongful cause Bfaintiff’s injuries
as their cause was unknown to the Plaintiff. PIdidid not suspect, nor diRlaintiff have reason
to suspect, that they had beejuiad, the cause of thejuries, or the tortiousature of the conduct

causing the injuries, until less than thgpkcable limitations period prior to the

16
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filing of this action. Additionally, Plaintiff was pwvented from discovering this information sooner
because Defendants misrepresented and continegstepresent to the public and to the medical
profession that the drug Invokaigsafe and free from seriousisieffects, and Defendants have
fraudulently concealed facts and information tbatild have led Plaintiff to discover a potential
cause of action.

COUNT |

DESIGN DEFECT (STRICT LIABILITY)

99. Plaintiff adopts by reference each and everagiaph of this Complaint as if fully
copied and set forth at length herein
100. Defendants designed, developed, redezd, tested, licensed, manufactured,
packaged, labeled, promoted, marketed, soid] distributed Invokanan a defective and
unreasonably dangerous condition, inchgdthe Invokana used by Plaintiff
101.  The design defect was caddsy Defendants’ failure to
a. Adequately test Invokana;
b. Develop and provide a product label and marketing
materials that accurately debes the risks of and does not
overstate the benefits of using Invokana;
c. Provide full, complete, and accurate information to the FDA
about Invokana;
d. Adequately study Invokana,
e. Ensure that the benefits of Invokana outweighed the risks
for people susceptible to atietic ketoacidosis, kidney

failure or other adverse effects;

17
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f. Conduct adequate post-rkat surveillance; and
g. Use a safer alternative formulation.

102. The design defect made Invokana more dangerous than an ordinary consumer
would expect and more dangerous tbémer drugs used to treat diabetes

103.  The design defect was such that tls&siof Invokana outweighed its utility.

104. This danger was unknowable to Plain&fid would be considered unacceptable
to the average consumer

105. There were practical and technically fibées alternative designs that would not
have reduced the utility of Invokana and would have cost substaniiia more to develop,
including, but not limited to providing a better warning with Invokana, usimajternative diabetes
treatment, or developing an SLGT2 ibitor with a different safety profile

106. The labelis part of the degi of Invokana, and therefoitge design can be changed.
Specifically, the label could havecluded a contraindication fareople whose ketones increase,
which would have alerted doctors and patientd the drug Invokana isot suitable for that
population because the risks outweigh the benefits

107. Defendants’ defective design ohvokana was reckless, willful, wanton
fraudulent, malicious, and done witleckless disregard for thee&lth and safety of users of
Invokana. Defendants made conscious decisions not to redesign, adequately warn, or inform the
unsuspecting public. Defendants’ reckless conduct warrants an award of punitive damages.
Defendants’ conduct was motivated by greed aedirttentional decision to value profits over
the safety and well-being of the consumers of Invokana

108. Plaintiff was prescribed and used lkama for its intended purposes and for

purposes that Defendantspected and could foresee

18
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109. Defendants expected and intended Invokemaeach, and it did in fact reach,
Plaintiff without any substantial einge in the condition of the procturom when it was initially
manufactured by Defendants

110. Defendants, as manufacturers of pharmacalutlrugs, are held to the level of
knowledge of an expert in the field, and het, Defendants knew or should have known of the
design defects

111. Plaintiff and Plaintiff's phy&ians did not have the same knowledge or expertise
as Defendants and could not have discovered any defectokalma through the exercise of
reasonable car

112. As adirect and proximate cause of Defants’ manufacture, sale and promotion
of the defectively designed drug, Plaintiff sustained permanent injuries

113. The defects in Invokana were subsiantontributing factors in causing

Plaintiff's injuries
COUNT 11

FAILURE TO WARN (STRICT LIABILITY)

114. Plaintiff adopts by reference eacld @avery paragraph of i Complaint as if
fully copied and set forth at length herein

115. The Defendants are liable under the theairproduct liability as set forth in 88
402A and 402B of the Restatement of Torts 2d and Restatement, Third, of Torts

116. Defendants designed, developed, resesafchested, licensed, manufactured,
packaged, labeled, promoted, marketed, soifd] distributed Invokanan a defective and
unreasonably dangerous conditiorgluding the Invokana used byatitiff. The design defect
made Invokana more dangerous than an ordic@mgumer would expect and more dangerous than

other drugs used to treat diabetes
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117. Invokana’s inadequate warningsdered Invokana unreasbly dangerous and
defective.

118. Defendants’ defective warnings fimvokana were reckless, willful, wanton,
fraudulent, malicious, and done witleckless disregard for thee&lth and safety of users of
Invokana. Defendants made consesialecisions not to adequateharn about risks they know or
should have known about. Defendants’ reckless conduct warrants an award of punitive damages.
Defendants’ conduct was motivated by greed aedirttentional decision to value profits over
the safety and well-being of the consumers of Invokana.

119. Plaintiff was prescribed and used lkama for its intended purposes and for
purposes that Defendantspected and could foresee

120. Defendants expected and intended Kawa to reach, and did in fact reach,
Plaintiff without any substantial einge in the condition of the practdrom when it was initially
manufactured by Defendants.

121. Plaintiff could not have discovdreghe unwarned of risks of using Invokana
through the exercisaf reasonable care.

122. Defendants, as manufacturers of pharmacalutlrugs, are held to the level of
knowledge of an expert in the field, and furtheefendants knew ohsuld have known that the
warnings and other relevant information and dakach they distributedegarding the risks of
injuries and death associat@dh the use of Invokana weincomplete and inadequate

123. Plaintiff did not have the same knowledge as Defendants and no adequate
warning or other clinically relevant informati and data was communicate Plaintiff or to
Plaintiff's treating physicians'he warnings that were given Hye Defendants were not accurate

and were incompte.
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124. Defendants had a duty togperly test, devep, design, manufacture, inspect,
package, label, market, promote, sell, distebwupply, warn, and takether such steps as
necessary to ensure that Invokalichnot cause users to suffeofin unreasonable and dangerous
risks

125. Defendants knew or should have known ttreg limited warnings disseminated
with Invokana were inadequate, but they #@i® communicate adequate information on the
dangers and safe use of their product, taking actmunt the characteristics of and the ordinary
knowledge common to physicians who would be etgu to prescribe éhdrug. In particular,
Defendants failed to communicate warnings and instms to doctors that were appropriate and
adequate to render the prodsetfe for its ordinary, intende and reasonably foreseeahkes,
including the common, foreseeable, and intengsof the product for treatment of diabetes.

126. As a direcand proximate cause of Defendant&nufacture, sale and promotion
of the defectively designed drug, and failure to warn Plaintiff aed {physicians about the
significant risks inherent imvokana therapy, Plaintifustained permanent injuries

COUNT 111

NEGLIGENCE

127. Plaintiff adopts by reference each and every paragraph of this Complaint as if
fully copied and set forth at length herein

128. At all times relevant times, Defendanhad a duty to useeasonable care to
properly manufacture, design, formulate, compousdt, produce, process, assemble, inspect,
research, distribute, mleet, label, packagedistribute, prepare for es sell, prescribe and
adequately warn of thesks and dangers of Invokan

129. At all times material hereto, Defendants had actual knowledge, or in the

alternative, should have knowthrough the exercise of reasonable and prudent care, of the
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hazards and dangers of Invokana to cause oeaserthe harm of diabetic ketoacidosis, kidney
failure, cardiovascular problems, and lifee threatening complications of thosenditions

130. Defendants had a duty to exercise due aarkavoid unreasonable risk of harm to
others when developing and selling Invokana

131. Defendants had a duty to disclose to phgsis, healthcare providers, and patients
the causal relationship or association of Invokana to diabetic ketoacidosis, kidney failure,
cardiovascular problems and the lifeeatening complications of thosenditions.

132. Defendants had a duty to accurataynmunicate the risks and benefits of
Invokana to physicians, heattire provides, and patients.

133. As a result of the Defendantgigeessive marketing campaigns promoting off-
label uses, including for typediabetes, weight loss, anditaprove blood pressure and kidney
function, Defendants knew or shotildve known and expected tlcansumers would use Invokana
for such off-label uses.

134. Defendants knew or should have known thahe patients would develop serious
injuries that were not adequately warned apiogtuding diabetic ketoacidosis, kidney failure, and
cardiovascular injury, and these injuries were foredeeab

135. Plaintiff did not know the nate and extent of the injus that could result from
Invokana and were misinformed albdlve benefits of Invokana arduld not have discovered this
information indepenehtly.

136. At all times herein mentioned, Defendafireached their duty of care by failing
to exercise reasonable and ordinary carel negligently and carelessly manufacturing,
designing, formulating, dmsbuting, compounding, producing, processing, assembling,

inspecting, distributing, markeiy, labeling, packaging, preparify use, and selling Invokana,
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and failing to adequately test awarn of the risks and dangersio¥okana.

137. Despite the fact #t Defendants knew or shduhave known that Invokana
caused unreasonable, dangerous side eff@#fendants continued to market Invokana to
consumers including Plaintiff, when thevere safer alternatevmethods available

138. Defendants’ negligence was a foreseealnld proximate cause of the Plaintiff’s
injuries, harm and economic losghich Plaintiff suffeed, and will continueto suffer, as
described and prayed fberein.

COUNT IV

GROSSNEGLIGENCE

139. Plaintiff adopts by reference eacld avery paragraph of i Complaint as if
fully copied and set forth at length herein.

140. Defendants had a duty to provide adég warnings and accurately describe the
risks and benefits of taking Invokana.

141. Defendants breached that duty.

142. The wrongs done by Defendants were aggravated by malice, fraud, and grossly
negligent disregard for the right$ others, the public, and Plaiff, in that Defendants’ conduct
was specifically intended to causgbstantial injury to Plaintiff.

143. When viewed objectively frordefendants’ standpoint at the time of the conduct,
considering the probability andagnitude of the potential harta others, Defendants’ conduct
involved an extreme degreérisk.

144. Defendants were actually sebjively aware of the risk involved, but nevertheless
proceeded with complete indifference to or a canss and deliberate disregard for to the rights,
safety, or welfare of others. Mareer, Defendants made materigbresentations that were false,

with actual knowledge of oreckless disregard for their falsity, with the intent that the
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representations be acted on by & and their healthcare providers

145. The acts and omissiarfsDefendants, whether taken singularly or in combination
with others, constitute grosegligence that proximately caused the injuries to Plaintiff.

146. Defendants, both individually and in cmert with one another, intentionally and
fraudulently misrepresented facts and informat@hoth the medical community and the general
public, including Plaintiff, by mieing intentionally false and fraulent misrepresentations about
the safety of Invokana. Defenaa intentionally concealed @htrue facts and information
regarding the serious rislof harm associated with the isgjen of Invokanaand intentionally
downplayed the type, nature, and extent of the @évade effects of ingesting Invokana, despite
their knowledge and awaress of these seriousdsi effects and risks

147. Defendants had knowledge of, and wer@assession of evidence demonstrating
that Invokana caused serious side effectawiNlostanding Defendants’ knowledge, Defendants
continued to market the drug by providing falsel anisleading information with regard to the
product’s safety to regulatory agencieg thedical community, and consumers of Invokana

148. Although Defendants knew or recklesslisregarded the ¢a that Invokana
causes debilitating and potentially lethal sifflects, Defendants contindgo market, promote,
and distribute Invokana to consars, including Plaintiff, withoutlisclosing these side effects
when there were safer altetive methods for treating diabste

149. Plaintiff reasonably relied on Defendamépresentations and suffered injuries as
a proximate result of that reliance.

150. Plaintiff is entitled toan award of punitive andxemplary damages based upon

Defendants’ intentional, willful, knowing, fealulent, and malicious acts, omissions, and
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conduct, and Defendants’ recklessrdgard for the public safety anelfare.

COUNT V

BREACH OF EXPRESSWARRANTY

151. Plaintiff adopts by reference eacld avery paragraph of i Complaint as if
fully copied and set forth at length herein.

152. At all relevant times, Defendants exskysrepresented and wanted to Plaintiff
and Plaintiff's physicians and akh care providers, by and througfatements made by Defendants
or their authorized agents or sales represeesgtigrally and in publications, package inserts,
marketing, and other written materials intendedphysicians, medical patients and the general
public, that Invokana was safeffextive, fit and proper for itsntended use, of merchantable
quality, had been adequately tested, aimetd adequate warnings, and was efficacious

153. In particular, the “Warningand Precautions” section tife Invokana prescribing
information purports to expresstjescribe the relevant and material potential side-effects that
Defendants knew or should have knmoabout.

154. In particular, the Consumer Medicati@uide expressly indicates “What is the
most important information | should know abdhVOKANA?” and “Whatare the possible side
effects of INVOKANA?” and “Gneral information about the safe and effective use of
INVOKANA” and does not mention thainvokana has been assded with diabetic
ketoacidosis, kidney failure, cardiovascular adverse events.

155. Furthermore, Defendants J&J, Jansséamssen R&D, Jasen Ortho, Tanabe,
Tanabe Holdings, Tanabe Res#grand Tanabe Development, advertisements through their

respective websites, and press radedssued by the respectivdatalants, stated that the drug
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Invokana was generally well tolerated and safaiga, and was not likely to cause side effects
other than the ones listed—theseels side effects did not incladdiabetic ketoacidosis, renal
injury or renal failure, bone fractures, etc

156. Plaintiff’'s physician prescribedviokana and Plaintiff purchased and consumed
Invokana reasonably relying upon these warrantésintiff and Plaintiff's physicians did not
know and could not have learned independentdy Defendants’ representations were false and
misleading.

157. Defendants knew and expectedhmuld have known and expected, and intended
Plaintiff to rely on their warranties.

158. The representations contained constituted affirmation®f fact or promises
made by the seller to the buyer which relatethe®o goods and became paftthe basis of the
bargain creating an express warranty that tredgahall conform to the affirmations of fawt
promises.

159. In utilizing Invokana, Plaintiff reasonably relied on the skill, judgment,
representations, and foregoing express warraotiBefendants.

160. These warranties and representations watee in that mvokana is not safe,
effective, fit and proper for its intendedeubecause of its propsity to cause, amongther
conditions, diabetic ketoacidosis, kigrilure, and cardiovascular problems

161. Because Invokana did not conform fefendants’ express representation,
Defendants breached the manties.

162. As a foreseeable, direct, and proximateuteof the breach ofxpress warranties

by Defendants, Plaintiff sufferedjuries and damages as allededein.
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COUNT VI

BREACH OF IMPLIED WARRANTY

163. Plaintiff adopts by reference each and every paragraph of this Complaint as if
fully copied and set forth at length herein

164. At all relevant times, Defendants imali¢go Plaintiff and Rdintiff’'s physicians
and health care providers, by and through statemearde by Defendants ordin authorized agents
or sales representativasgally and in publicationgpackage inserts, marketing, and other written
materials intended for physicians, medical patiantsthe general public, that Invokana was safe,
effective, fit and proper for its intended use@drchantable quality, hdoken adequately tested,
contained adequate warnings, and efisacious.

165. In particular, the “Warningand Precautions” section tife Invokana prescribing
information implies that it fully describes theleeant and material potential side-effects that
Defendants knew or should have knoabout.

166. In particular, the Consumer Medica Guide implies by omission in the sections
entitled “What is the most importantfammation | should know about INVOKANA?” and
“What are the possible side efts of INVOKANA?” and “General information about the safe and
effective use of INVOKANA” that Invokana has noéen associated wittiabetic ketoacidosis,
kidney failure, or cardiovascular adverse events.

167. Plaintiff's physician prescribedviokana and Plaintiff purchased and consumed
Invokana reasonably relying uporetie warranties, and Plaintdhd Plaintiff’'s physicians did
not know and could not have learned independehtdy Defendants’ repsentations were false
and misleading.

168. Defendants know or should have kncand expected or should have expected,

and intended Plaintiff to rely on their warranties.
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169. The representations contained or constifuddfirmations of fact or promises
made by the seller to the buyer which relatethto goods and became part of the basis of the
bargain creating an express warratitgt the goods shatlonform to the affirrations of fact or
promises.

170. In utilizing Invokana, Plaintiff easonably relied on the skill, judgment,
representations, and foregoingpined warranties of Defendants.

171. These warranties and representativege false in thatnvokana is not safe,
effective, fit and proper for stintended use because of [ipensity to case, among other
conditions, diabetic ketoacidosis, kidrfaylure, and cardiovascular problems.

172. Because Invokanaddnot conform to Defendantsepresentation, Defendants
breached the implied warranties.

173. As a foreseeable, direct, and proximate result of the breach of warranties by
Defendants, Plaintiff suffered injes and damages as alleged herein.

COUNT VII

FRAUDULENT MISREPRESNTATION

174. Plaintiff adopts by reference eacld avery paragraph of i Complaint as if
fully copied and set forth at length herein.

175. Defendants, both individually anddancert with one anotheintentionally and
fraudulently misrepresented the safety and efficzcyivokana in the product label and through
their marketing activities.

176. In particular, Defendanintentionallyand fraudulently:

a. Failed to adequately warnaat the risk of diagtic ketoacidosis;
b. Failed to provide full and compdeinformation about Invokana to the FDA;

c. Provided a product label to Pléii's physicians thatlid not adequately
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disclose the risks that Defendants knew of;

d. Provided consumer information tliad not adequately disclose the risks that
Defendants knew of;

e. Overstated the benefits of Invokana; and

f. Marketed Invokana for unapproved usesh as weight loss and lowering blood
pressure.

177. Furthermore, Defendants J&hs¥en, Janssen R&D, Janssen Ortho, Tanabe,
Tanabe Holdings, Tanabe Res#grand Tanabe Development, advertisements through their
respective websites, and press releases issudftelngspective defendants, stated that the drug
Invokana was generally well tolerdtand safe for use, and was tikely to cause side effects
other than the ones listed—thdgsted side effects did not inglle diabetic ketoacidosis, renal
injury or renal failure, bone fractures, etc.

178. The representations were made bybifendants with the intent that doctors and
patients, including Plaintiff and Plaintiff’'s phg&ns, rely upon them, in willful, wanton, and
reckless disregard for the lacktafithfulness of the representations and with the intent to defraud
and deceive Plaintiffrad Plaintiff's physicians.

179. Plaintiff and Plaintiff’'s physicianseasonably relied on the fraudulent
misrepresentations both asommunicated to them directly from Defendants and as
communicated to them by others exposed to Defendants’ pervasive marketing campaigns

COUNT VIII

NEGLIGENT MISREPRESENTATION

180. Plaintiff adopts by reference eacll avery paragraph of i Complaint as if
fully copied and set forth at length herein.

181. From the time Invokana was first teststijdied, researched, evaluated, endorsed,
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manufactured, marketed and distributedndaup to the present, Defendants made
misrepresentations to PlaintifRlaintiff's physicians and healttare providers, and the general
public, including but not limited tahe misrepresentation thatvokana was safe, fit, and
effective for humaronsumption.

182. Defendants owed a duty to Plaintiff to exeecreasonable cate ensure they did
not misrepresent the safety or eficy of Invokana nor creaunreasonable risks injury to others,
and failed to exercise that reasonatdee and therefore breached their duty

183. The Defendants made the foregainigrepresentations without any reasonable
grounds for believing them to beug&, and were, in fact, reckless.

184. The Defendants had a duty to cortkese material miss&nents because they
knew or should have known that they were inaatiand that others would reasonably rely on
them and suffer injuries.

185. These misrepresentations were made tyréy Defendants, by s representatives
and other authorized agents of Defendants, apdhtications and other wien materials directed
to physicians, medical patients and thablic, with the intention of inducg reliance and the
prescription, purchase andeusf the subject product.

186. The representations by the Defendante wefact false, irthat Invokana is not
safe, fit and effective for human consumptiasing Invokana ifiazardous to health, and
Invokana has a serious propensity to cause seriougemjo users, including but not limited to the
injuries suffered by Plaintiff

187. The foregoing representations by Defendavise made with the expectation and
intention of inducing reliancepon them and increasing theegcription, purchase and use of

Invokara.
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188. Plaintiff reasonably relied on the misrepnetsgions made by the Defendant to their
detrimen.

189. In reliance of the misrepresentationg the Defendants, and each of them,
Plaintiff was induced tpurchase and use Invokana

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

191. The reliance of Plaintiff upon Defendamhisrepresentations was justified because
such misrepresentations wemeade and conducted by individuasd entities that were in a
position to know the true facts.

192. As a direct, proximate, and foreseeable result of Defendants’ negligent
misrepresentations, Plaintiff suffereguunes and damages as alleged herein.

COUNT 1X

FRAUDULENT CONCEALMENT

193. Plaintiff adopts by reference eacll avery paragraph of ithh Complaint as if
fully copied and set forth at length herein.

194. At all relevant times, Defendakteew that Invokana wasefective, unreasonably
unsafe, and that its risks were unddestaand its benefits were overstated.

195. Defendants willfully, intentionallynd fraudulently concealed their knowledge of
this from Plaintiff, Plaintiff's physicians, anithe public, and instead knowingly provided false
information.

196. Defendants withheld information thateth had a duty to disclose through
Invokana’s labeling, advertising, marketing nmetis, detail persons, seminar presentations,
publications, notice letters, and regulataupmissions that Invokana was safe and effectiv

197. Defendants withheld information about tkeverity of the substantial risks of
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using Invokana and their knowledge of thafety signals regarding advee$iects of Invokana.

198. Defendants withheld information thatvokana was not safer or more effective
than alternative diabetes medications available on the market

199. The above facts were material woulldve been considered important to a
reasonable person

200. Had the above facts been disclosed, theyld have changed Plaintiff's decision
to take Invokana and Plaintif’physician’s decision to prescriibe

201. Defendants had a duty to disse this information to Plaintiff and Plaintiff's
physicians

202. Defendants had sole access to maatiacts concerningand unique and special
knowledge and expertise redang, the dangers and unsemable risks of Invokana.

203. Defendants knew or should have kmamd expected othseuld have expected
and intended that Plaintiff and Plaintiff's phyisiecs rely on the inaccurate information they
provided.

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

COUNT X
FRAUD

205. Plaintiff adopts by reference each and every paragraph of this Complaint as if
fully copied and set forth at length herei

206. Defendants’ intentional misrepresgions and concealments constitute fraud under
state law and were made with the intent to aledrphysicians and consumers, including Plaintiff
and Plaintiff's physicians.

207. Specifically, Defendants inteaially and fraudulently did the following:
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a.

Provided a “Warnings and Precautiors&€ction of the Invokana prescribing
information that purports to expresstiescribe the relevant and material
potential side-effects that Defendaktseew or should have known about, but in
which material and relevant informati was fraudulently withheld from this
section;

Provided Consumer Medication Guide that expressly indicates “What is the
most important information | shouldhow about INVOKANA? and “What are
the possible side effectd INVOKANA?” and “Generalinformation about the
safe and effective use of INVOKANAna fraudulently omits information that
Invokana has been associated with diab ketoacidosis, kidney failure, or
cardiovascular adverse events;

On information and belief, each and every advertisement and marketing channel
fraudulently omits information aboutehrisks of Invokana and overstates the
benefits;

Failed to disclose that Invokana was astsafe and effective as other diabetes
drugs;

Failed to disclose that Invokana daest result in safe and more effective
diabetes treatments thather available drugs;

Failed to disclose that the risk ofrira associated with Invokana was greater
than the risk of harm assoadtwith other diabetes drugs;

Failed to disclose that Defendakisew that Invokana was not adequately
tested;

Failed to disclose that testingdhr@vealed unreasonaldlygh risk of injury;

On information and belief, failed to disclose that Defendants intentionally
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withheld safety information from the FDA; and
].  Affirmatively asserted #t Invokana was safe and effective.

208. Furthermore, Defendants J&Xs¥en, Janssen R&D, Janssen Ortho, Tanabe,
Tanabe Holdings, Tanabe Research, and Tabewelopment in advertisements through their
respective websites, and press asés issued by the respective defendants, stated that the drug
Invokana was generally well tolerdt@and safe for use, and was fkely to cause side effects
other than the ones listed—thdssted side effects did not ingle diabetic ketoacidosis, renal
injury or renal failure, bone fractures, etc.

209. Each Defendant made the fraudulent statements to the public, generally, at
numerous times throughout the marketing ofokana, both individuallyand in concert with
each other.

210. The number and extent of fraueld marketing communications are too
numerous to list and are so pervasive that fn@ydulently influence healthcare providers and
consumers even without direct exposure ® itiarketing information because, as intended by
Defendants, others hear the fraudulent caomications and come to believe them and
communicate to others that Invokana is safe and effective

211. Plaintiff and Plaintiff's halthcare providers were exged to the product label and
medication guide and the fraudulenithiaccurate information describatiove.

212. Defendants had access to these facts, wWhdntiff and Plantiff's physicians
did not and were unaware of them and couldreasonably learn of thefnom an alternative
source.

213. The above facts were matertal Plaintiff and Plaintf's physician’s decision to

use and prescribe Invokana, and theyaeably relied on Defendants’ representations
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214.  As a direct, proximate, and foreseeatasult of Defendants’ fraud, they caused

Plaintiff's injuries.
COUNT XI

UNJUST ENRICHMENT

215. Plaintiff adopts by reference each and everagiaaph of this Complaint as if fully
copied and set forth at lengdtlerein.

216. Plaintiff conferred a benefit dbefendants by purchasing Invokana

217. Plaintiff did not receive a saBnd effective drug for which thepaid.

218. It would be inequitable for the Defendaisretain this monebecause Plaintiff
did not, in fact, receiva safe and efficaciousug.

219. By virtue of th conscious wrongdoing alleged imstComplaint, Defendants have
been unjustly enriched at the expense ofrff&i who hereby seeks the disgorgement and
restitution of Defendants’ wrongfyprofits, revenue, and benefiteo the extent, and in the
amount, deemed appropriate by the Court, and atlner relief as the Court deems just and proper
to remedy Defendants’ unjust enrichment.

COUNT Xl

VIOLATION OF STATE TRADE PRACTICESAND

CONSUMER PROTECTION LAWS

220. Plaintiff adopts by reference eachewety paragraph of this Complaint as if fully
copied and set forth at length herein.

221. Invokana is an “ltem” pursuant to Ind. Code. tit. 24, Trade Regulation IC
8§ 24-5-0.5et seg., and other applicable statensumer protection statut@ghe “Acts”).

222. Defendants knew, or should hkmewn Invokana was deétive in design and
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manufacture and its use created tbk df causing serious and life threatening injuries in patients,
yet, Defendants knowgly, willfully, and intentionally failel to inform and warn the medical

community and the consuming public¢linding Plaintiff, of these risks.

223. In violation of the Acts, Defendants emygal in deception, fral, false pretense,
false promise, misrepresentation, and/or thewkng concealment, suppression, or omission of
material facts regarding the risk harm associated with the usklnvokana, with the intent that
others rely upon such concealmestippression, or omission, in connection with its sale or
advertisement. Defendants omitted and conceale@riaafacts from Plaintiff and Plaintiff's
physicians and healthcare providers in produatkaging, labeling, mechl advertising, and
promotional campaigns and materials, regaydthe safety and use Invokana. Moreover,
Defendants downplayed and understaltedserious nature of the rssknd dangers associated with
the use of Invokana to increase their sales, tomekipns of dollars in profits from sales of their
products, and to secure a greater markeeshar

224, Defendants’ statements and omissiwere undertaken withe intent that the
FDA, physicians, healthcare providers, and coresmincluding Plaintiff, would rely on the
Defendants’ false and deceptive statements and omissions.

225. Plaintiff's physicians and healthcareviders prescribechvokana to Plaintiff,
who suffered ascertainable loss#gsmoney and property as a résof Defendants’ fraudulent
methods, acts, practices, and sale of Invokana.

226. Defendants’ promotion and release Invokainto the stream of commerce
constitutes an unconscionable commercial practice, deception, false pretense, misrepresentation,
and/or the knowing concealment, suppression, assion of material facts with the intent that

others, including Plaintiff, would rely upon@uconcealment, suppression, or omission in
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connection with the sale or advertisement athsmerchandise or services by Defendants, in
violation of theActs.

227. Defendants concealed, omitted, and/or minimized the risk of serious and
harmful side effects of Invokana, and/or proddaisinformation aboutdverse reactions, risks,
and potential harm from the use of Inwwkaand succeeded in persuading physicians to
prescribe it despite Defendanksiowledge that it was, and is, easonably dangerous and of the
risk of adverse health effects connected wittokana, as descritden this Complaint

228. Defendants’ practice of prasting and marketing Invokaraeated and reinforced
the false impression as to the safety of Invokdahareby placing consunseat serious risk of
potential lethal side eftcts from use of the drug

229. Defendants violated their dutywarn, post-manufacturef the injurious and
sometimes fatal side effects tlambse when Defendants knewwoth reasonable ca should have
known, that Invokana was injuriousdsometimes fatal to consumers.

230. Defendants intendedt the time Plaintiff's hdtncare providers prescribed
Invokana, that physicians and ultimately consumers, would reasonably rely upon the
concealment, suppression, or omission by Defendants’ officers, directors, agents, employees,
principals, and representatives of theksi connected witthe use of Invokana.

231. Defendants’ actionsin connemti with  manufacturing, distributing, and
marketing Invokana evidence a lack of good faitie, failure of honesty in fact, and failure of
observance of fair dealing so as to constituteonscionable commercial practices, in violation
of the Acts.

232. Defendants acted willfully, knawgly, intentionally, unanscionably and with
reckless indifference for the health, safety, amll-being of the consumers of Invokana when

committing the above-described aofsconsumer fraud. As a faeeable, direct, and proximate
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result of Defendants’ fraud upon the consuneéisivokana, Plaintiff’'s healthcare providers
prescribed (and Plaintiff and Plaintiff's insa@ company, were billed for) an unreasonably
dangerous and unsafe product and incurred monetary damages and expenses.

233. As a proximateesult of Defendantsacts and omissions and Plaintiff's
ingestion of Invokana, Plaintifsuffered serious physical imj@s and incued substantial
medical costs and expenses.

PUNITIVE DAMAGESALLEGATIONS

234.  Plaintiff adopts by reference each and everagiaaph of this Complaint as if fully
copied and set forth at lengtlerein.

235.  The acts, conduct, and omission®affendants, as alleged throughout this
Complaint, were willful and malicious. Defenda committed these acts with a conscious
disregard for the rights, health and safetyPddintiff and other nvokana users and for the
primary purpose of increasing Defendants’ profitesn the sale and skribution of Invokana.
Defendants’ outrageous and unconscionable congaotants an award of exemplary and
punitive damages against Defendants in an amapotopriate to punish and make an example
of Defendants

236. Prior to the manufacturing, sale, andtdbution of Invokana, Defendants knew

that the drug was in a defective condition as ity described and knew that those who were
prescribed the medication waolukxperience and did experiensevere physical, mental, and
emotional injuries. Further, Defendants, throdkir officers, directors, managers, and agents,
knew that the medication presemta substantial and unreasonab$k of harm to the public,
including Plaintiff, and as such, Defendantseasonably subjected consems of said drugs to

risk of injury or death from usingiwokana.

237. Despite their knowledge, Defendaatgjng through their féicers, directors and
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managing agents, for the purpose of enhanbiefgndants’ profits, kneingly and deliberately
failed to remedy the known defeatsinvokana and failed to wathe public, inaiding Plaintiff,

of the extreme risk of injury @asioned by said defedttherent in Invokana. Defendants and their
agents, officers, and directors intentionallpgreded with the manufacing, sale, distribution,
and marketing of Invokana knowing these actionsiel expose persons to serious danger in order
to advance Defendants’ pecuniary interasid monetary profits. Defendants’ conduct was
despicable and so contemptible that it wdaddooked down upon and despised by ordinary decent
people, and was carried on by Defendants with witind conscious disregard for the safety of
Plaintiff and other consumers, ehitig Plaintiff to exemplary damages.

PRAYER FOR RELIEF

238. WHEREFORE, Plaintiff prays for judgment agast the Defendants, as follows,
as appropriate to each causeaction alleged and as appropriatethe particular standing of
Plaintiff:

a. General damages in an amountwitiiconform to proof at time of trial;

b. Special damages in an amount withine jurisdiction ofthis Court and
according to proof at the time of trial;

c. Loss of earnings and impaired earntagacity according to pof at the time of
trial,

d. Medical expenses, past and futaecording to proof at the time of trial;

e. Past and future mental ardotional distress, according to proof;

f. Damages for loss of care, comfasciety, and companionship in an amount
within the jurisdiction of thiCourt and according to proof;

g. Punitive or exemplary damages according to proof;
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h. Restitution, disgorgement rfofits, and other equitable relief;
I.  Injunctive relief;

j. Attorney's fees;

k. Costs of suit incurred herein;

l.  Pre-judgment interest as provided by law; and

m. Such other and further relief as the Court may deem just and proper.
DEMAND FOR JURY TRIAL

239. Plaintiff hereby demands a jury trial on all claims so triable in this action.

Date: March 29, 2017 Respectfully submitted,

s/ C. Brett Vaughn
C. Brett Vaughn
Jason C. Chambers
Adam M. Evans
Hollis Law Firm, PA
5100 W 9%' St
Prairie Village, KS 66207
Tel. 913-385-5400
Fax 913-385-5402

Attorneys for Plaintiff
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