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Plaintiff, by and through the undersignemliosel, hereby brings this Complaint for

damages against the Defendants, and alleges the following:
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INTRODUCTION

1. This is an action for damages suffered Phaintiff as a direct and proximate
result of Defendants’ negligent and wrongful conduct in connection with the design,
development, manufacture, testing, packaging, promoting, marketing, advertisinigpution,
labeling, and/or sale of the pharmaceutical drug Avelox® (also known as moxifloxacin).
Avelox® in any of its forms shall heire be referred to a%Avelox.” Plaintiff maintains that
Avelox is defective, dangerous to human heailttfit and unsuitable to be marketed and sold in
commerce, and lacked proper warnings and directisrie the dangers assated with its use.

PARTIES

2. Plaintiff Jacqueline Whitters is a natural person and at all relevant times was a
resident and citizen of Philag#iia, Pennsylvania. Plaintiff brings this action for personal
injuries sustained by the use of Avelox. As a direct and proximatie sebeing prescribed and
ingesting Avelox, Plaintiff developed periphengiuropathy and/or symptoms of peripheral
neuropathy.

3. Defendant Bayer HealthCare Pharmaceutidats,is a Delaware corporation that
has its principal place of business at 340 rgfedridge Road, P.O. Box 1000, Montville, New
Jersey 07045.

4, In January 2008, Bayer Pharmaceuticals Corporation was merged into Bayer
HealthCare Pharmaceuticals Inc.

5. Defendant Bayer Corporation is an lada corporation that has its principal
place of business at 100 Bayer Road, PitghuPennsylvania, 15205. Defendants Bayer
Healthcare Pharmaceuticals, Iramd Bayer Corporation shall be referred to collectively as
“‘Bayer.”

6. Defendant Bayer was engaged ine tibusiness of designing, developing,
manufacturing, testing, packaging, promoting, reéirlg, distributing, Iaeling, and/or selling

Avelox.
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7. Defendant Merck & Co., Inc. (“Merck”) is New Jersey corporation which has its
principal place of business at One Mekukve, Whitehouse Station, New Jersey 08889.

8. Defendant Merck has transacted armahducted business within the State of
Pennsylvania.

9. Defendant Merck has derived substantealenue from goods and products used
in the State of Pennsylvania.

10. Defendant Merck expected or shouldvéaexpected their acts to have
consequences within the State of Pennsylvamd, derived substantial revenue from interstate
commerce.

11. At all times material hereto, Defendaktierck was engagenh the business of
designing, developing, manufadhu, testing, packaging, prormoag, marketing, distributing,
labeling, and/or selling Avelox.

12.  As used herein, “Defendantsicludes all named Defendants.

13. Defendants are authorized do business in Pennsylvarand derive substantial
income from doing business in this state.

14.  Upon information and belief, Defendantsrposefully availedhemselves of the
privilege of conducting activities with Pennsylvanthus invoking the befiess and protections
of its laws.

15. Upon information and belief, Defendants did act together to design, sell,
advertise, manufacture and/dristribute Avelox, with full knowedge of its dangerous and
defective nature.

JURISDICTION AND VENUE

16. The Pennsylvania Superior Court hassdiction over all Defendants because,
based on information and belief, each is a cafan and/or entityrad/or person organized
under the laws of the State ofrfPsylvania, a foreign corporati@m association authorized to do
business in Pennsylvania and registl with the Pennsylvania Setary of State, or that has

sufficient minimum contacts in Pennsylvaniaaisitizen of Pennsyénia, or otherwise
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intentionally avails itself of #a Pennsylvania market so as toder the exercise of jurisdiction
over it by the Pennsylvania courts consistent with traditional notions of fair play and substantial
justice.

17.  Furthermore, Defendants have purposefailgiled itself of the benefits and the
protections of the laws withithe State of Pennsylvania.

18. At all times material hereto, the Defemia maintained systemic and continuous
contacts in this judicial district, regularhatrsacted business withims judicial district,
employed numerous individuals in this distactd/or regularly avaitbthemselves of the
benefits of this judicial disict by selling, marketing, and/orsdributing Avelox throughout this
district. Defendants received substantial finahisenefit and profitas a result of designing,
researching, manufacturing, marketing, advexgispromoting, selling and/or distributing
Avelox within Pennsylvania and in thisstlict, and throughouhe United States.

19.  Venue is proper in this county pursugmPennsylvania Code of Civil Procedure
Rule 2179(a) in that some of the Defendants resmiemaintain its principal place of business in
the State of Pennsylvania.

FACTUAL ALLEGATIONS

20. At all relevant times, Defendants werétle business of and did design, research,
manufacture, test, advertisepprote, market, sell, distribytand/or have acquired and are
responsible for Defendants whave designed, researched, nfaotured, tested, advertised,
promoted, marketed, sold and distributed the pharmaceutical drug Avelox.

21.  Plaintiff was prescribed Avelox in pill fo and used it as directed between 2012
and 2013.

22.  Avelox was approved by the Unitedagts Food and Drug Administration
(hereinafter “FDA”) on December 10, 1999 for use in the United States.

23. Avelox is the brand name for the antibiotic moxifloxacin.
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24.  Avelox is a broad spectrum synthetidibacterial agent manufactured by Bayer
and marketed and sold in the United Statesrahtablet, IV solution, and ophthalmic solution
under the brand name Avelox by Bayer and Baymarketing partner, Defendant Merck.

25.  Avelox is a member of the quinolone s$a0f antibiotics. Quolones are divided
into four generations based on thgdectrum of antimicrobial activity.

26. The 1st generation, non-fluorinated quinol@mtibiotics were developed in the
early 1960s and soon revealed themselveffestise against common gram-negative bacteria,
but resistance dreloped rapidly.

27. Twenty years later, in ¢hearly 1980s, fluorinated derivates of the quinolones
emerged, revealing a broader, more potent iith effective against common gram-negative
and gram-positive bacteria. These so-called generation quinolones included Noroxin®
(norfloxacin), Cipro® (ciprofloxein), Floxin® (ofloxacin), and pefloxacin (never approved for
marketing in the United States).

28.  Fluoroquinolones have long been associatild serious side effects. Indeed,
many fluoroquinolones have been removed froenhited States market due to intolerable
adverse events. For example, Omniflox® (tewredkin) was removed from the market in June
1992 only six months after approval due to lowdal sugar, kidney failure, and a rare form of
anemia; Trovan® (trovafloxacin) was removed from the market in June 1999 due to severe liver
toxicity; Raxar® (grepafloxacin) was removiedm the market in October 1999 due to QT-
interval prolongation; Zagam® (sparfloxacin) washoved from the market in July 2001 due to
QT-interval prolongation; and most recently qiie® (gatifloxacin) was removed from the
market in May 2006 amid reports of severedd sugar reactions such as hyperglycemia and
hypoglycemia.

29. Bayer submitted a New Drug Applioan (“NDA”) for Avelox on December 9,
1998.

30.  With the patent for Cipro® (Bayerther blockbuster fluoroquinolone) set to

expire in 2003, Defendants set toiidevelop and effectively markawelox in order to be more
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competitive with 3rd and 4th generationdtoquinolones, including Levaquin®. Avelox
quickly became Bayer's heir appat and successor to Cipro®.

31. Similar to Cipro®, Avelox has proven to be a blockbuster drug for Bayer. In 2007
alone, Avelox generated interr@ial sales of $697.3 million dollars.

32. Defendant Bayer has indicated on its webtited Avelox is “safe and effective”
and “has a well-characterizedety profile, which has beenuwtied in over 14,000 patients in
clinical trials and 92,000 patients post marketing surveillance studies.”

33.  However, the scientific evidence has established a clear association between
Avelox and an increased risk of long-term @odhetimes irreversiblgeripheral neuropathy.

34. Defendants knew or should have knowattAvelox is associated with an
increased risk of developing ikrersible peripheral neuropathy.

35. Defendants failed to appropriately and quigtely inform and warn Plaintiff and
Plaintiff's prescribing physicians of the serious and dangereks associated with the use of
Avelox concerning peripheral neypathy, as well as other sevened personal injuries, which
are permanent and/or long-lasting in nature, caiggeficant physical ga and mental anguish,
diminished enjoyment of life, and the nded medical treatment, monitoring and/or
medications.

36. The warning label for Avelox during the period from September 2004 through
August 2013 misled Plaintiff and her treating/pician by incorrectly advising patients and
physicians that peripheral neuropathy assocmaigdAvelox was “rare” and failing to mention
the possibility that it could resut irreversible nerve damage.

37.  Though this injury can be significant addbilitating, the laguage regarding the
“rare” risk of peripheral neurofiay was buried at the bottom aflong list of adverse reactions
that were included on the Aveloxdlal; the language was in no waighlighted for the benefit of
prescribing physicians and patients.

38.  Additionally, Defendants failed to disshinate a “Dear Doctor” letter to

physicians concerning the labelatige or the risk of irrevalde peripheral neuropathy, and
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Defendants failed to disclose this seriond dangerous effect when promoting Avelox to
physicians.

39. Despite their knowledge that Avelox wassaciated with an elevated risk of
permanent nerve damage, Defendants’ promotional campaign was focused on Avelox’s
purported “safety profile.”

40. As early as 1992, there was evidencéhefassociation between fluoroquinolone
antibiotics and peripheraeuropathy. Dr. Aoun from the Infectious Diseases Clinic and
Microbiology Laboratory at the Ititut Jules Bordet in Belgiunalong with others, wrote a letter
to the editor of the Lancet rang concerns about a 37-year platient who developed peripheral
neuropathy after taking fluoroquinolones.

41.  Four years later, Karin HedenmalmdaOlav Spigset published “Peripheral
sensory disturbances related to treatmetit fluoroquinolones” based on a review of 37
separate reports of symptoms of peripheestve damage, highlighting concerns about
numbness, pain, and muscle weakness.

42.  One of the first studies in the Unit&dates that included the post market
experience concerning Avelox and neuropathg ViReripheral Neuropathy Associated with
Fluoroquinolones” written by Jay S. Cohen.

43.  The Cohen paper was published in Delben001 and revealed that adverse
events reported by forty-five patients suggestgassible associanh between fluoroquinolones
and long-term peripheral nervous system damdge. study noted in particular the presence of
severe and/or persistent nepreblems. Over onedlif of the patients surveyed said their
symptoms lasted for more than a year, agtitgipercent characterized their symptoms as
severe. The Cohen paper recommended fuitivestigation of th association between
fluoroquinolones and peripheral neuropathy. $tuely concluded with ghfollowing advisory:

“If the occurrence of fluoroquinolone-associafddEs of this sevety and duration is
confirmed, physicians need to be informed and warnings might be considered for these drugs’

product information.”
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44, In 2002 and 2003 Defendants were put oncedhat numerous reports had been
submitted to the FDA’s Adverse Event ReportBystem that identified fluoroquinolone users
who had developed disabling peripheral neudopétat persisted long after the drug had been
discontinued.

45. A scientific review by thé&DA of the adverse events in the FDA Adverse Event
database in 2003 concerning Avelox and otherfiquinolones revealed numerous reports of
long-term peripheral neuropathy.

46. In September 2004, an amended Avdlabel concerning peripheral nerve
damage was approved by the FDA. The ametalszel included the follving statement in the
Warnings section:

47.  Peripheral Neuropathy: Rare cases@fisory or sensorimotor axonal
polyneuropathy affecting small and/or larg®mas resulting in paresthesias, hypoesthesias,
dysesthesias and weakness have beentegpior patients receiving quinolones.

48.  Thus, rather than warning patients and phiga that the use of Avelox may result
in permanent nerve damage, Defendants insidagdted a warning that misleadingly indicated
such damage was rare and failed to make amtiareof the risk of permanent nerve damage.

49. Defendants’ failure to adequately waphysicians resulted in (1) patients
receiving Avelox instead of another acceptabid adequate non-fluoroquinolone antibiotic,
sufficient to treat the illness ifavhich Plaintiff presented to the provider; (2) and physicians
failing to warn and instruct consumers abowt fisk of long-term peripheral nervous system
injuries associated with Avelox.

50. The failure of Defendants to includpmopriate warnings in the label as
published to the medical communéiso resulted in an absenceaolequate warnings in patient
information presented directly to consumers, eittsepart of samples packages or as part of the
prescription they receiveidom retail pharmacies.

51. Despite Defendants’ knowledge and failtweadequately warn Plaintiff and

physicians of the above, Defemds continue to market Avex as a first line therapy for
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common bronchitis, sinusitis ather non-life threatening bacig@rinfections, conditions for
which many other safer antibiotics are available.

52.  In August of 2013, after mounting evidence & tklationship between
fluoroquinolones and severe, lorgysh peripheral neuropathy, the FDA determined that the
existing warning regarding peripheral nerve damage was inadequate. On August 15, 2013, an
updated warning was issued in which the riskapid onset of irreversié peripheral neuropathy
was finally included. The updated warning alsmoved the statement that nerve damage
occurred only in rare cases.

53. InJanuary of 2014, Ayad Ali publishéBeripheral neuropathy and Guillain-
Barré syndrome risks associated va#tposure to systemic fluoroquinolones: a
pharmacovigilance analysis” which reemphaslithe link betweefluoroquinolones and
peripheral neuropathy and called for increasadtiny of the risk-bnefit of fluoroquinolone
prescriptions. The Ali paper also detailed thespnce of strong safety signals dating back to at
least 2005 regarding the potential for Aveloxather fluoroquinolones to cause long-term,
disabling peripheral neuropathy.

EQUITABLE TOLLING OF APPLICA BLE STATUTE OF LIMITATIONS

54.  Plaintiff incorporates by reference aliqarparagraphs of this Complaint as if
fully set forth herein.

55.  The running of any statute of limitatiohas been tolled by reason of Defendants’
fraudulent concealment. Defendants, throthgdir affirmative misrepresentations and
omissions, actively concealed from Plaintiff &ldintiff's treating physicians the true risks
associated with Avelox.

56. As aresult of Defendants’ actionsakitiff and, upon information and belief,
Plaintiff's treating physicians were unawaragdaould not reasonably &w or have learned
through reasonable diligence that Plaintiff had legosed to the risks alleged herein and that

those risks were the direct and proximasult of Defendants’ acts and omissions.
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57.  Furthermore, Defendants are estopped frelying on any statute of limitations
because of their fraudulent concealment oftthe character, quality and nature of Avelox.
Defendants were under a duty tsaose the true charactguality, and nature of Avelox
because this was non-public information overoktDefendants had and continues to have
exclusive control, and because Defendants knewtkis information was not available to the
Plaintiff, medical provides and/or to their facilities. laddition, Defendants are estopped from
relying on any statute of limitations becauséhaiir intentional concealment of these facts.

58.  The Plaintiff had no knowledgdat Defendants weengaged in the wrongdoing
alleged herein. Because of the fraudulent att®ncealment of wrongdoing by Defendants, the
Plaintiff could not have reasably discovered the wrongdoingaaty time prior. Also, the
economics of this fraud should be considerBeéfendants had the ability to and did spend
enormous amounts of money in furtheranceheir purpose of markiag, promoting and/or
distributing a profitable drug, netthstanding the known or reasdiyaknown risks. Plaintiff
and medical professionals could matve afforded and could nledve possibly conducted studies
to determine the nature, extent and identity tzfteel health risks, andere forced to rely on
only the Defendants’ represetitms. Accordingly, Defendantge precluded by the discovery
rule and/or the doctrine of fraudulent conceatnfrom relying upon any statute of limitations.

59.  For each Count hereinafter allegat averred, the above and following
Paragraphs should be consideredlleged as if fully rewritten.

FIRST CAUSE OF ACTION

[Strict Liability]

60. Avelox was defective at the time itd manufacture, development, production,
testing, inspection, endorsemenggxription, sale and distribution tinat warnings, instructions
and directions accompanying Avelox failedatarn of the dangerous risks posed by Avelox,
including the risk of developingreversible peripheral neuropathy.

61. Atall times alleged herein, Avelox walefective and Defendants knew that

Avelox was to be used by consumers withoutéasipn for defects. Moreover, Plaintiff, her
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prescribing physicians, and heraftt care providers neither knewr had reason to know at the
time of Plaintiff's use of Avelox of the aforemt@mned defects. Ordinary consumers would not
have recognized the potential risks for whiddéfendants failed to alude the appropriate
warnings.

62. Atall times alleged herein, Avelox wasegcribed to and used by Plaintiff as
intended by Defendants and in a mannasoaably foreseeable to Defendants.

63. The design of Avelox was defective in tllag risks associated with using Avelox
outweighed any benefits of tldesign. Any benefits associatetth the use of Avelox were
either relatively minor or nonexistent anoutd have been obtained by the use of other,
alternative treatments and produtttat could equally or mordfectively reach similar results.

64. The defect in design existed whee troduct left Defendants’ possession.

65. At the time Avelox left the control ddefendants, Defendants knew or should
have known of the risks associated with ingesting Avelox.

66. As aresult of Avelox’s defective comidn, Plaintiff suffered the injuries and
damages alleged herein.

WHEREFORE, Plaintiff respectfly requests that this Cdugnter judgment in her favor
for compensatory and punitive damages, together with interest, costs herein incurred, attorneys’
fees, and all such other and het relief as this Court deems just and proper. Plaintiff also
demand that the issues hereamtained be tried by a jury.

SECOND CAUSE OF ACTION

[Product Liability — Failure to Warn]
67.  Plaintiff re-alleges all prior paragraphstbé Complaint as if set out here in full.
68. Defendants have engaged in the bussna selling, distributing, supplying,
manufacturing, marketing, and/promoting Avelox, and through that conduct have knowingly
and intentionally placed Avelox into the streafrtommerce with full knowledge that it reaches

consumers such as Plaintiff who ingested it.
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69. Defendants did in fact sell, distriljtsupply, manufacture, and/or promote
Avelox to Plaintiff and to her prescribing phgians. Additionally, Dé&ndants expected the
Avelox that they were selling, distributing, siygpg, manufacturing, and/or promoting to reach
—and Avelox did in fact reach — prescribing phbigs and consumers, including Plaintiff and
her prescribing physicians, without any substaetiange in the condition of the product from
when it was initially distributed by Defendants.

70.  Atall times herein mentioned, the afaa@sproduct was defective and unsafe in
manufacture such that it was unreasonably dangéodihe user, and was so at the time it was
distributed by Defendants ambested by Plaintiff. The deftve condition of Avelox was due
in part to the fact that it véanot accompanied by proper warnings regarding the possible side
effect of developing long-terrmd potentially irreversile peripheral neuroplay as a result of its
use.

71.  This defect caused serious injury to Rtdf, who used Avelox in its intended and
foreseeable manner.

72.  Atall times herein mentioned, Deigants had a duty to properly design,
manufacture, compound, test, inspect, packade), distribute, market, examine, maintain
supply, provide proper warnings, and take suepssto assure thatelproduct did not cause
users to suffer from unreasonalaind dangerous side effects.

73. Defendants so negligently and reckledalyeled, distributed, and promoted the
aforesaid product that it wasngerous and unsafe for the use and purpose for which it was
intended.

74.  Defendants negligently and recklessly fdite warn of the nature and scope of
the side effects associated with Avelox, namely irreversible peripheral neuropathy.

75. Defendants were aware of the probaldasequences of the aforesaid conduct.
Despite the fact that Defendants knew or shbalde known that Avelox caused serious injuries,
they failed to exercise reasonable care to wéathe dangerous side effect of developing

irreversible peripheral neuropgtfrom Avelox use, even though this side effect was known or
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reasonably scientifically knowébat the time of distribudn. Defendants willfully and
deliberately failed to avoid the consequencesaataal with their failuréo warn, and in doing
so, Defendants acted with a consciouseafjard for the safety of Plaintiff.

76.  Plaintiff could not have dcovered any defect in tiseibject product through the
exercise of reasonable care.

77. Defendants, as the manufacturers andistributors of the subject product, are
held to the level of knowledgs an expert in the field.

78.  Plaintiff reasonably relied upon the skdljperior knowledge, and judgment of
Defendants.

79. Had Defendants properly disclosed treksi associated with Avelox, Plaintiff
would have avoided the risK irreversible peripheraleuropathy by not using Avelox.

80. As adirect and proximate result of tterelessness, negligence, recklessness, and
gross negligence of Defendants alleged hereid i@ such other ways to be later shown, the
subject product caused Plaintiff tostain injuries asierein alleged.

WHEREFORE, Plaintiff respectfly requests that this Cdugnter judgment in her favor
for compensatory and punitive damages, together with interest, costs herein incurred, attorneys’
fees, and all such other and et relief as this Court deems just and proper. Plaintiff also
demands that the issues hereamtained be tried by a jury.

THIRD CAUSE OF ACTION

[Negligence]
81.  Plaintiff re-alleges all prior paragraphstbé Complaint as if set out here in full.
82. At all times material hereto, Defendantslleaduty to exercise reasonable care to
consumers, including Plaintiff herein, in the design, developmmarufacture, testing,
inspection, packaging, promotion, marketingtabution, labeling, andf sale of Avelox.
83. Defendants breached their duty of reasd@aare to Plaintiff in that they

negligently promoted, marketed, distribdit@nd/or labeled thsubject product.
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84.

Plaintiff's injuries and damages allebberein were and are the direct and

proximate result of the carelessness and negiggehDefendants, including, but not limited to,

one or more of the following particulars:

H0044648.2

a)

b)

d)

f)
9)

h)

)

In the design, development, @asch, manufacturégsting, packaging,
promotion, marketing, sale, and/distribution of Avelox;

In failing to warn or instruct,ral/or adequately warn or adequately
instruct, users of the subject protuncluding Plaintiff herein, of

Avelox’s dangerous and da&dtive characteristics;

In the design, development, implentation, administradn, supervision,
and/or monitoring of clinical trials for the subject product;

In promoting the subject productam overly aggressive, deceitful, and
fraudulent manner, despite eviderseto the product’s defective and
dangerous characteristics due soptopensity to cause irreversible
peripheral neuropathy;

In representing that the subject praduas safe for its intended use when,
in fact, the product was unsafe for its intended use;

In failing to perform appropriate pmaarket testing of the subject product;
In failing to perform appropriate pesarket surveillance of the subject
product;

In failing to adequately and propetest Avelox before and after placing

it on the market;

In failing to conduct sufficientesting on Avelox which, if properly
performed, would have shown that Avelox had the serious side effect of
causing irreversible pgheral neuropathy;

In failing to adequately warn Plaifftand her healthcare providers that the
use of Avelox carried a risk afeveloping irreversible peripheral

neuropathy;
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k) In failing to provide adequate pasiarketing warnings or instructions
after Defendant knew or should hareown of the significant risk of
irreversible peripheral neuropathy asisted with the use of Avelox; and

)] In failing to adequately and timelgform Plaintiff and the healthcare
industry of the risk of serious persal injury, namely irreversible
peripheral neuropathy, from Avelaxgestion as described herein.

85.  Defendants knew or should have known t@isumers, such as Plaintiff herein,
would foreseeably suffer injury as a resulDafendants’ failure to exercise reasonable and
ordinary care.

86. As adirect and proximate result@éfendants’ carelessness and negligence,
Plaintiff suffered severenal permanent physical and enooial injuries, including, but not
limited to, irreversible peripheral neuropathyaiptiff have endured pain and suffering, have
suffered economic loss, including incurring significarpenses for medical care and treatment,
and will continue to incur such expensesha future. Plaintiff seeks actual and punitive
damages from Defendants as alleged herein.

WHEREFORE, Plaintiff respectfly requests that this Cdugnter judgment in her favor
for compensatory and punitive damages, together with interest, costs herein incurred, attorneys’
fees, and all such other and het relief as this Court deems just and proper. Plaintiff also
demands that the issues hereomtained be tried by a jury.

FOURTH CAUSE OF ACTION

[Breach of Express Warranty]
87.  Plaintiff re-alleges all prior paragraphstbé Complaint as if set out here in full.
88.  Before Plaintiff was first prescribefvelox and during the period in which she
used Avelox, Defendants expresalgrranted that Avelox was safe.
89. Avelox did not conform to these exprespresentations because Avelox was not
safe and had an increased risk of seriousddi@ets, including irreversible peripheral

neuropathy, whether takendividually or in conjunctn with other therapies.
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90. As adirect and proximate result of twsongful conduct, Plaintiff was injured as
described above.

WHEREFORE, Plaintiff respectfly requests that this Cdugnter judgment in her favor
for compensatory and punitive damages, together with interest, costs herein incurred, attorneys’
fees, and all such other and het relief as this Court deems just and proper. Plaintiff also
demands that the issues hereomtained be tried by a jury.

FIFTH CAUSE OF ACTION

[Breach of Implied Warranty]

91.  Plaintiff re-alleges all prior paragraphstbé Complaint as if set out here in full.

92. At all times mentioned herein, Defendants manufactured, compounded, packaged,
distributed, recommended, merchigsed, advertised, promotesipplied, and/or sold Avelox,
and prior to the time that it was prescribedPtaintiff, Defendants impliedly warranted to
Plaintiff that the subject produwas of merchantable qualitp@ safe and fit for the use for
which it was intended.

93. Plaintiff, individually and through hearescribing physicians, reasonably relied
upon the skill, superior knowledgand judgment of Defendants.

94. Plaintiff was prescribed, panased, and used the subje®duct for its intended
purpose.

95. Due to Defendants’ wrongful conduct dkeged herein, Plaintiff could not have
known about the nature of the rss&ind side effects associateddvthe subject product until after
she used it.

96. Contrary to the implied warranty ftine subject product, Avelox was not of
merchantable quality, and it was neither safefindor its intended uses and purposes, as alleged
herein.

97.  As adirect and proximate result of Defendants’ breach of implied warranty,
Plaintiff suffered severenal permanent physical and enooial injuries, including, but not

limited to, irreversible peripheral neuropatiglaintiff have endured pain and suffering, has
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suffered economic loss, including incurring significarpenses for medical care and treatment,
and will continue to incur such expenses inftitare. Plaintiff ham actual and punitive damages
from Defendant as alleged herein.

WHEREFORE, Plaintiff respectfly requests that this Cdugnter judgment in her favor
for compensatory and punitive damages, together with interest, costs herein incurred, attorneys’
fees, and all such other and het relief as this Court deems just and proper. Plaintiff also
demands that the issues hereamtained be tried by a jury.

SIXTH CAUSE OF ACTION

[Fraud]

98. Plaintiff re-alleges all prior paragraphstbé Complaint as if set out here in full.

99. Defendants misrepresented to Pldinbier prescribing physicians, and the
healthcare industry the safetydaeffectiveness of Avelox arad/fraudulently, intentionally,
and/or negligently concealed material infotioa, including adverse information, regarding the
safety and effectiveness of Avelox.

100. Defendants made misrepresentationsasitvely concealed adverse information
when Defendants knew, or should have knpthat Avelox had defects, dangers, and
characteristics that were otltean what Defendants had represerto Plaintiff, Plaintiff's
physicians, and the healthcare industry genera@lyecifically, Defendants actively concealed
from Plaintiff, her prescribing physicians, thealth care industry, and the consuming public
that:

(@) Since at least 1996 Defendant Bayer @anit predecessors were in possession of
data demonstrating that Avelacreases the risk of irrekgble peripheral neuropathy;

(b) There had been insufficient studiesgfendants and/or their predecessors
regarding the safety and efficacy of@ex before and after its product launch;

(©) Avelox was not fully and adequatdabsted by Defendants and/or their

predecessor for the risk of developingeversible periphat neuropathy; and
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(d) Testing and studies by othentities as reported in the scientific literature has
shown that the use of Avelox increases tBk df irreversible pgpheral neuropathy.

101. These misrepresentations and/or actimecealment alleged were perpetuated
directly and/or indiectly by Defendants.

102. Defendants knew or should have known thate representations were false, and
they made the representations with the intermgurpose of deceiving Plaintiff, her prescribing
physicians, and the healthcare industry.

103. Defendants made these false represamstivith the intent or purpose that
Plaintiff, her prescribing physicians, and thalbiecare industry would rely on them, leading to
the use of Avelox by Plaintiff as well as the general public.

104. At all times herein mentioned, neitheafitiff nor her physicians were aware of
the falsity or incompleteness of the stateméeiag made by Defendants and believed them to
be true. Had they been aware of said fdws physicians would ndiave prescribed and
Plaintiff would not have utited the subject product.

105. Plaintiff, her prescribing physicians, atiek healthcare industry justifiably relied
on and/or were induced by Defemdisi misrepresentations andictive concealment and relied
on the absence of informatiorgeerding the dangers of Avelox that Defendants did suppress,
conceal, or fail to disclose to Plaintiff's detemt. Plaintiff justifidly relied, directly or
indirectly, on Defendants’ misrepresentatiamsl/or active concealment regarding the true
dangers of Avelox. Based on the nature efghysician-patient relatnship, Defendants had
reason to expect that Plaintffould indirectly rely on Defendasitmisrepresentations and/or
active concealment.

106. Defendants had a post-sale duty to wagirféiff, her prescribing physicians, and
the general public aboutdlpotential risks and complications asated with Avelox in a timely
manner.

107. Defendants made the representations @ctively concealed information about

the defects and dangers of Avelaith the intent and specific desire that Plaintiff's prescribing
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physicians and the consuming public would rely on such information, or the absence of
information, in selectind\velox as a treatment.

108. As a result of the concealment and/opgression of the material facts set forth
above, Plaintiff ingested Avelox and suffered injuries as set forth herein.

WHEREFORE, Plaintiff respectfly requests that this Cdugnter judgment in her favor
for compensatory and punitive damages, together with interest, costs herein incurred, attorneys’
fees, and all such other and het relief as this Court deems just and proper. Plaintiff also
demands that the issues hereamtained be tried by a jury.

SEVENTH CAUSE OF ACTION

[Negligent Misrepresentation]

109. Plaintiff re-alleges all prior paragraphstbé Complaint as if set out here in full.

110. Defendants negligently and/or recklgsslisrepresented to Plaintiff, her
prescribing physicians, and thealttcare industry the safety aaffectiveness of Avelox and/or
recklessly and/or negligently noealed material informatiomcluding adverse information,
regarding the safety, effectives®e and dangers posed by Avelox.

111. Defendants made reckless or negligerdgrapresentations and negligently or
recklessly concealed adverse information whefendants knew, or should have known, that
Avelox had defects, dangers, and charactesisiat were other than what Defendants had
represented to Plaintiff, &htiff's physician(s) and thieealthcare industry generally.
Specifically, Defendants negligently or recklessbyncealed from Plaintiff, her prescribing
physicians, the health care industry, and the consuming public that:

(@) Since at least 1996 Defendant Bayer @anitik predecessors were in possession of
data demonstrating that Avelaxcreases the risk of irrekgble peripheral neuropathy;

(b) There had been insufficient studiesgfendants and/or their predecessors
regarding the safety and efficacy of@ex before and after its product launch;

(©) Avelox was not fully and adequateabsted by Defendants and/or their

predecessor for the risk of developingeversible periphat neuropathy; and
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(d) Testing and studies by othentities as reported in the scientific literature has
shown that the use of Avelox increases tBk df irreversible pgpheral neuropathy.

112. These negligent or reckless misrepreseoms and/or ndigient or reckless
failures to disclose were perpetuatecedily and/or indiretly by Defendants.

113. Defendants should have known throughekRercise of due care that these
representations were false, and they madegjieesentations withoutdhexercise of due care
leading to the deception of Plaintiff, her preking physicians, and the healthcare industry.

114. Defendants made these false represemstivithout the exercise of due care
knowing that it was reasonable diodeseeable that Plaintiff, hprescribing phyisians, and the
healthcare industry would rely dhnem, leading to the use of Alox by Plaintiff as well as the
general public.

115. At all times herein mentioned, neitheafitiff nor her physicians were aware of
the falsity or incompleteness of the stateméeiag made by Defendants and believed them to
be true. Had they been aware of said fdws physicians would ndiave prescribed and
Plaintiff would not have utiked the subject product.

116. Plaintiff justifiably relied on and/awas induced by Defendants’ negligent or
reckless misrepresentations andiegligent or reckless failure thsclose the dangers of Avelox
and relied on the absence of informatiogareling the dangers of Avelox which Defendants
negligently or recklessly suppressed, concealefgiled to disclose to Plaintiff’'s detriment.

117. Defendants had a post-sale duty to waairféiff, her prescribing physicians, and
the general public aboutdlpotential risks and complications asated with Avelox in a timely
manner.

118. Defendants made the representations @ctively concealed information about
the defects and dangers of Avelox with the abserficue care such that Plaintiff's prescribing
physicians and the consuming public would rely on such information, or the absence of

information, in selectind\wvelox as a treatment.

H0044648.2 20

Case ID: 150502686



119. As a result of the negligent or reckseconcealment and/or the negligent or
reckless failure to provide materials facts sethfabove, Plaintiff ingeted Avelox and suffered
injuries as set forth herein.

WHEREFORE, Plaintiff respectfly requests that this Cdugnter judgment in her favor
for compensatory and punitive damages, together with interest, costs herein incurred, attorneys’
fees, and all such other and het relief as this Court deems just and proper. Plaintiff also
demands that the issues hereomtained be tried by a jury.

EIGHTH CAUSE OF ACTION

[Fraudulent Concealment]

120. Plaintiff re-alleges all prior paragraphstbé Complaint as if set out here in full.

121. Defendants committed actual fraud by making material representations that were
false, knowing that such materi@presentations were fals@gdéor with reckless disregard for
the truth or falsity of such material represgions with the intent that Plaintiff and her
prescribing physicians would rely @ouch material representations.

122. Plaintiff and her prescribg physicians were unaware of the falsity of these
representations, they acted in actual and jubtdigeliance on such material misrepresentations,
and Plaintiff was injured asdirect and proximate result.

123. Additionally, Defendants knowingly omittedaterial information and remained
silent regarding said misrepresentations despitéatiig¢hat they had a duty to inform Plaintiff,
her prescribing physicians, and the general pufltbe inaccuracy of s misrepresentations,
which omission constitutes a positive misrepresemtaif material fact, with the intent that
Plaintiff and her prescribing physams would rely on Defendantsisrepresentations. Plaintiff
and her prescribing physicians did, in fact,ia@ctual and justifiable reliance on Defendants’
representations, and Plaffitivas injured as a result.

124. At all times herein mentioned, Defendah&sl a duty to Plaintiff, her prescribing
physicians, and the general public to accuratdtyrim them of risks associated with Avelox

because Defendants, as the manufacturer adidtoibutor of the subject product, were in a
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position of superior knowledge and judgmemanieling any potential risks associated with
Avelox.

125. Defendants committed constructive fraud by breaching one or more legal or
equitable duties owed to Plaintilating to the Avelox at issue in this lawsuit, said breach or
breaches constituting fraud because of her propengilydeive others or constitute an injury to
public interests opublic policy.

126. In breaching their duties to Plaintiff, Def@ants used their position of trust as the
manufacturer and/or stributor of Avelox to increase salef the drug at the expense of
informing Plaintiff that, by ingesting Avelox, skes placing herself a significantly-increased
risk of developing irreveilsle peripheral neuropathy.

WHEREFORE, Plaintiff respectfly requests that this Cdugnter judgment in her favor
for compensatory and punitive damages, together with interest, costs herein incurred, attorneys’
fees, and all such other and het relief as this Court deems just and proper. Plaintiff also
demands that the issues hereomtained be tried by a jury.

PUNITIVE DAMAGES

127. Plaintiff re-alleges all prior paragraphstbé Complaint as if set out here in full.

128. At all times material hereto, Defendarkinew or should havyenown that Avelox
was inherently dangerous with respect tortble of irreversibleperipheral neuropathy.

129. At all times material hereto, Defendardttempted to misrepresent and did
misrepresent facts concerning the safety of Avelox.

130. Defendants’ misrepresentations undéd knowingly withholding material
information from the medical community atieé public, including Plaitiff, concerning the
safety of the subject product.

131. At all times material hereto, Defendaktsew and recklessly sliegarded the fact

that Avelox causes the chronic illnesgwersible peripheral neuropathy.
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132. Notwithstanding the foregoing, Defendantsitioued to aggressively market the
subject product to consumers, including Plairitéfein, without disclosing the aforesaid side
effect.

133. Defendants knew of the subject product’s lack of warnings regarding the risk of
irreversible peripheral neuropathy, but they ititarally concealed and/or recklessly failed to
disclose that risk and continued to market ritigte, and/or sell Avelowithout said warnings
SO as to maximize sales and profits at tkigease of the healtind safety of the public,
including Plaintiff herein, in @nscious and/or negligent disregard of the foreseeable harm caused
by Avelox.

134. Defendants’ intentional and/or recklessuiee to disclose information deprived
Plaintiff of necessary information to enable thiemveigh the true risks of using Avelox against
its benefits.

135. As adirect and proximate resultD&fendants’ willful, wanton, careless,
reckless, conscious, and deliberate disregard faights and safety of their consumers, Plaintiff
suffered severe and permanent physical andiena injuries, includingbut not limited to,
irreversible peripheral neuropgt Plaintiff have endureglain and suffering, has suffered
economic loss, including incurring significant erpes for medical carend treatment, and will
continue to incur such expenses in the futBtaintiff’ injuries and damages are permanent and
will continue into the future.

136. Defendants’ aforesaid conduct was coitted with knowing, conscious, careless,
reckless, willful, wanton, and deliberate disaegyfor the rights and safety of consumers,
including Plaintiff, thereby ditling Plaintiff to punitive damagein an amount appropriate to
punish Defendants and deter them from similar conduct in the future.

PRAYER FOR RELIEF

WHEREFORE, Plaintiff prays for relief anddgment against Defendants as follows:
(@) For general (non-economic) and spe@abnomic) damages in a sum in excess

of the jurisdictional minimum of this Court;
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(b) For medical, incidental, and hpal expenses according to proof;

(©) For pre-judgment and post-judgnt interest as provided by law;

(d) For full refund of all purchase costs Plaintiff paid for Avelox;

(e) For compensatory damages in excess of the jurisdictional minimum of this Court;

)] For consequential damages in excess of the jurisdictional minimum of this Court;

(9) For punitive damages in an amount in excess of any jurisdictional minimum of
this Court and in an amount sufficientibapress upon Defendants the seriousness of their
conduct and to deter similar conduct in the future;

(h) For attorneys’ fees, expensaad costs of this action; and

0] For such further relief as this Court deems necessary, just, and proper.

DEMAND FOR JURY TRIAL

Plaintiff hereby demandsjary trial on all issues.

Dated: May 22, 2015 CHIMICLES & TIKELLIS LLP

By &

bseph G. Sauder
MatthewD. Schelkopf
361W. LancasteAvenue
HaverfordPA 19041
Phone:(610)642-8500
Email: jgs@chimicles.com
nds@chimicles.com

GOMEZ TRIAL ATTORNEYS

John H. Gomez

John P. Fiske

Ahmed S. Diab

Stephanie Poli

655 West Broadway | Suite 1700
San Diego, California 92101
(619) 237-3490

Counselor Plaintiff
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