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UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

)
EMILY ANN SCHEIBE )
HARRY ALAN SCHEIBE ) CIVIL ACTION NO.
)
v )
)
JANSSEN PHARMACEUTICALS, )
INC. ) COMPLAINT
)

Plaintiffs, Emily Ann Scheibe and Harry Alan Scheibe, by way of Complaint, bring this action
against Defendant, Janssen Pharmaceuticals, Inc., and allege as follows:
INTRODUCTION

This is a personal injury action for damages arising from Plaintiff’s use of Defendant’s
dangerously defective prescription drug, EImiron (pentosyn polysulfate sodium), prescribed for
the treatment of interstitial cystitis and bladder pain. Defendant designed, marketed, and
distributed Elmiron in the United States, all the while knowing significant risks that were never
disclosed to the medical and healthcare community, including Plaintiff’s prescribing doctor,
Food and Drug Administration (hereinafter referred to as "FDA"), to Plaintiff, and/or the public
in general. Further, Defendant failed to provide adequate warnings to patients and the medical
community, including Plaintiff’s prescribing physician, of the risks associated with using the

drug.
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Throughout the time Defendant marketed EImiron, Defendant withheld material adverse
events from the public, medical community and FDA. Defendant failed to disclose the serious
link between Elmiron use and significant visual damage, including pigmentary maculopathy.
Ultimately, tens of thousands of patients, including Plaintiff, were placed at risk and harmed as
a result of this misleading conduct.

PARTIES

1. At all times relevant hereto, Plaintiff Emily Ann Scheibe and Plaintiff Harry
Alan Scheibe, were citizens and residents of Cartersville, Bartow County, in the State of
Georgia..

2. Upon information and belief, Plaintiff consumed and regularly used Defendant’s
Elmiron (pentosyn polysulfate sodium) product. As a result of her use of Defendant’s EImiron
product, Plaintiff suffered from severe physical and emotional injuries, including but not
limited to loss of vision, including a diagnosis of pigmentary maculopathy. Based on information
and belief, Plaintiff's ingestion of EImiron caused her injuries.

3. Defendant Janssen Pharmaceuticals, Inc, is a Pennsylvania corporation with a
principal place of business located at 800 Ridgeview Drive, Horsham, Pennsylvania 19044.

4. Defendant  directly or through their agents or employees designed,
manufactured, marketed, and sold Elmiron in the United States which is used to manage
symptoms of interstitial cystitis and painful bladder syndrome.

JURISDICTION AND VENUE

5. This Court has diversity jurisdiction over this action pursuant to 28 U.S.C. 81332,

because the amount in controversy exceeds $75,000.00 and the Parties are citizens of different

states.
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6. This Court has supplemental jurisdiction over the remaining common law and state
claims pursuant to 28 U.S.C. §1367.

7. Venue is proper in this Court pursuant to 28 U.S.C. 81391 because Defendant
Janssen Pharmaceuticals is a Pennsylvania Corporation.

8. Defendant currently transacts business in within this District by selling their
products within this District and throughout the United States.

GENERAL ALLEGATIONS

A. Interstitial Cystitis

9. Interstitial cystitis is a medical condition in the bladder that causes bladder pressure,
bladder pain, and sometimes pelvic pain. There is no known cause of interstitial cystitis. The
symptoms can range from mild to debilitating. The disease is known to affect women more often
than men. There is no known cure for interstitial cystitis or painful bladder syndrome.

10.  The American Urological Association has established guidelines to provide a
clinical framework for the diagnosis and treatment of interstitial cystitis. These guidelines were
created by a comprehensive review of the literature. The guidelines include principles for the
diagnosis of interstitial cystitis. The AUA guidelines further state that initial treatment type and
level should depend on symptom severity, clinician judgment, and patient preferences. Treatments
that may be offered are divided into first-, second-, third-, fourth-, fifth-, and sixth-line groups
based on the balance between potential benefits to the patient, potential severity of adverse events
(AEs) and the reversibility of the treatment. Second-line treatment of interstitial cystitis includes
multi-modal pain management approaches including manual therapy and pharmacological options

including amitriptyline, cimetidine, hydroxyzine, or pentosyn polysulfate.
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B. Elmiron

11. Elmiron (pentosyn polysulfate sodium) was approved in 1996 to be used as a
treatment for interstitial cystitis and painful bladder symptoms.

12. Upon information and belief, EImiron was granted an Orphan Drug designation in
1995. The original NDA was submitted in 1991 which was deemed non-approvable in 1993. A
second non-approvable letter was sent in 1994 over concerns about the lack of data on efficacy of
the drug.

13. Elmiron (Pentosan polysulfate sodium) is a low molecular weight heparin-like
compound. It has anticoagulant and fibrinolytic effects, but the mechanism of action of pentosan
polysulfate sodium in interstitial cystitis is not known.

14. Upon information and belief, EImiron was first approved by the FDA in September
1996 for painful bladder symptoms at which time Baker Norton Pharmaceuticals was the sponsor
of the New Drug Application.

15. Upon information and belief, in 1997 Elmiron was purchased from Baker Norton
Pharmaceuticals and Ivax by Alza Pharmaceuticals.

16. Upon information and belief, in 2002, Alza Corporation was acquired by Ortho-
McNeil Pharmaceuticals, Inc., a subsidiary of Janssen Pharmaceuticals. Janssen Pharmaceuticals
has been the sponsor of the NDA since that time.

17.  Prior to June 2020, the label and prescribing information that accompanied Elmiron
when prescribed to patients contained the following: “Warnings: None.”

18.  According to the Drugs@FDA website, the label for EImiron has been updated on
approximately six occasions. Prior to June 2020, Elmiron’s label contained no information about

vision loss, including pigmentary maculopathy. Prior to June 2020, the label’s sole reference to
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visual adverse events was a disclosure in the Adverse Reactions section that clinical trial patients
reported conjunctivitis, optic neuritis, amblyopia, and retinal hemorrhage. However, none of these
adverse events were related to pigmentary maculopathy.

19. Elmiron is known to take long time to exert an effect and patients who are prescribed
Elmiron are advised to take the drug for at least six months in order to determine if there is an
effect. For those patients who take the drug, the drug is known to be used for long-term use and in
many patients, use is expected to last years, if not decades.

C. Drug-Induced Retinal Toxicity

20.  The administration of drugs that are physiologically foreign to the body can lead to
adverse side effects or toxicity with significant consequences. The retina is especially susceptible
to the effects of systemic drugs. It has an extensive dual blood supply from the retina and is one of
the most metabolically active tissues in the body. The retina has minimal ability to regenerate and
is therefore at high risk of drug toxicity. Thus, it is critical that eye care professionals are aware
and monitor for adverse drug effects, especially those affecting the retina.

21. For example, the anti-malarial drug Plaguenil (hydroxychloroquine) is known to be
associated with retinal toxicity. The label that accompanies that drug contains explicit instructions
of the risk of injury and monitoring for signs of toxicity.

Irreversible retinal damage has been observed in some patients who had received

hydroxychloroquine sulfate. Significant risk factors for retinal damage include

daily doses of hydroxychloroquine sulfate greater than 6.5 mg/kg (5 mg/kg base)

of actual body weight, durations of use greater than five years, subnormal

glomerular filtration, use of some concomitant drug products such as tamoxifen

citrate and concurrent macular disease.

A baseline ocular examination is recommended within the first year of starting

PLAQUENIL. The baseline exam should include: best corrected distance visual

acuity (BCVA), an automated threshold visual field (\VF) of the central 10 degrees

(with retesting if an abnormality is noted), and spectral domain ocular coherence
tomography (SD-OCT).
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For individuals with significant risk factors (daily dose of hydroxychloroquine

sulfate greater than 5.0 mg/kg base of actual body weight, subnormal glomerular

filtration, use of tamoxifen citrate or concurrent macular disease) monitoring

should include annual examinations which include BCVA, VF and SD-OCT. For

individuals without significant risk factors, annual exams can usually be deferred

until five years of treatment.

In individuals of Asian descent, retinal toxicity may first be noticed outside the

macula. In patients of Asian descent, it is recommended that visual field testing be

performed in the central 24 degrees instead of the central 10 degrees.

It is recommended that hydroxychloroquine be discontinued if ocular toxicity is

suspected and the patient should be closely observed given that retinal changes (and

visual disturbances) may progress even after cessation of therapy.

D. Elmiron-Induced Macular Toxicity

22. In November 2018, Pearce, et al. reported a case series of six (6) patients at Emory
Eye Center known to be long term users of Elmiron that presented with an atypical maculopathy
that resulted in significant vision loss.

23.  Plaintiff Emily Ann Scheibe was one of the six patients in the Emory Eye Center
study.

24.  Afollow-up study by the same authors (Hanif, et al.) included a retrospective review
of 219 patients seen at Emory and evaluated vision loss as additional support for the association
between Elmiron use and vision loss.

25. In Jain et al., the authors reported a large, administrative, U.S. database was used to
examine the association of PPS use and a diagnosis of a macular disorder. Their exposure cohort
(PPS users) was matched 1:5 with an unexposed cohort of patients (not necessarily IC/BPS
patients). The primary outcome was any new diagnosis of a hereditary or secondary pigmentary

retinopathy or any new diagnosis of dry age-related macular degeneration (AMD) or drusen in

addition to the previously described retinopathy. At seven years, there was a statistically significant
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increase in the exposed group in multivariate analysis (odds ratio [OR] 1.41; 95% confidence
interval [CI] 1.09-1.83; p=0.009].

26. At a recent meeting of the American Academy of Ophthalmologists in San
Francisco, Vora et al. presented their findings using data from Kaiser Permanente and identified
140 patients (from the database of 4.3 million) who had taken an average of 5000 pills over a 15-
year period. Of the 140 exposed patients, 91 agreed to an examination and of those, 22 patients
showed clear evidence of this specific maculopathy, which authors believe was associated with
PPS exposure. This work has since been published in the journal, Opthamology in January 2020.
According to Dr. Vora:

You have a patient with a chronic condition like interstitial cystitis,

for which there is no cure and no effective treatment. They get put

on these medications because it’s thought to have few side effects

and few risks, and no one thinks about it again. And year after year,

the number of pills they’re taking goes up and up.
Because it’s unclear how much medication is too much, Dr. Vora is reported to recommend
patients who show no signs of toxicity be screened for retina damage at least once a year. For
those who do show some signs of damage, he recommends they speak with their urologist or
OBJ/GYN about discontinuing the medication.

27.  Greenlee et al. postulated that the mechanism of toxicity of pentosyn polysulfate
may relate to the antagonist properties of pentosyn polysulfate towards the fibroblast growth factors
1, 2, and 4. The authors of that publication reported that several known FGF antagonists are
associated with significant ocular side effects.

28. In Lyons, et al., published in Obstetrics and Gynecology in 2020, the authors made

the following screening and follow-up recommendations:

a. Providers discuss the risks associated with pentosan polysulfate with their patients
and prescribe the lowest necessary dose and duration of pentosan polysulfate
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for patients who require long-term treatment. Providers may discuss alternative
treatments for interstitial cystitis at their discretion.

b. A baseline examination with fundus photography, optical coherence tomography,
and fundus autofluorescence imaging.

c. Testing is repeated within 5 years after pentosan polysulfate initiation and
annually, thereafter. Some patients may be at higher risk for developing
pentosan polysulfate maculopathy and may benefit from either more
frequent screening examinations or drug avoidance.

d. We recommend that patients diagnosed with pentosan polysulfate maculopathy
stop taking the drug and discuss alternative interstitial cystitis management
options with their treating physician

29.  Since the original report, there have been more than a dozen papers published in the
medical literature regarding atypical maculopathy associated with EImiron use.

E. Defendant’s Belated Disclosure of Elmiron’s Health Risks

30. Despite these publications, knowledge of countless adverse event reports and other
data to be ascertained through discovery, prior to June 2020 Defendant made no change to the U.S.
Elmiron label or took any steps to otherwise warn the medical community and Elmiron users of
these significant health risks.

31. On June 16, 2020, the FDA advised of significant changes to Elmiron’s label to
disclose the risk of retinal pigmentary changes. Among other things, the “Warnings” section of the
label, which was previously blank, now warns of irreversible vision changes that can progress even
after patients stop taking Elmiron:

WARNINGS

Retinal Pigmentary Changes

Pigmentary changes in the retina, reported in the literature as
pigmentary maculopathy, have been identified with long-term use
of ELMIRON® (see ADVERSE REACTIONS). Although most of
these cases occurred after 3 years of use or longer, cases have been
seen with a shorter duration of use. While the etiology is unclear,

cumulative dose appears to be a risk factor. Visual symptoms in the
reported cases included difficulty reading, slow adjustment to low
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or reduced light environments, and blurred vision. The visual
consequences of these pigmentary changes are not fully
characterized. Caution should be used in patients with retinal
pigment changes from other causes in which examination findings
may confound the appropriate diagnosis, follow-up, and treatment.
Detailed ophthalmologic history should be obtained in all patients
prior to starting treatment with ELMIRON® . If there is a family
history of hereditary pattern dystrophy, genetic testing should be
considered. For patients with pre-existing ophthalmologic
conditions, a comprehensive baseline retinal examination (including
color fundoscopic photography, ocular coherence tomography
(OCT), and auto-fluorescence imaging) is recommended prior to
starting therapy. A baseline retinal examination (including OCT and
auto-fluorescence imaging) is suggested for all patients within six
months of initiating treatment and periodically while continuing
treatment. If pigmentary changes in the retina develop, then risks
and benefits of continuing treatment should be re-evaluated, since
these changes may be irreversible. Follow-up retinal examinations
should be continued given that retinal and vision changes may
progress even after cessation of treatment.

32.  Defendant’s U.S. label change came too late to benefit Plaintiff and thousands of
other Elmiron users.

33.  Prior to June 2020, Defendant was aware of the risks of visual injury with EImiron.
Indeed, prior to June 2020 Defendant made label changes in other countries to warn users of
serious vision injury. For example, in September 2019, Defendant changed the label of EImiron
in Canada to reflect the following warning:

Ophthalmologic
Post-market cases of pigmentary maculopathy have been reported with chronic use of
pentosan polysulfate sodium (PPS). Visual symptoms in these cases included difficulty
reading and prolonged dark adaptation. All patients should have regular ophthalmic
examinations for early detection of pigmentary maculopathy, particularly those with long-

term use of PPS. If pigmentary maculopathy is confirmed, treatment discontinuation should
be considered.
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PLAINTIFF SPECIFIC FACTS

34. Upon information and belief, in or about 2000, Plaintiff's treating medical
physician prescribed Elmiron to Plaintiff due to Plaintiff’s medically diagnosed painful bladder
and/or interstitial cystitis. Defendant represented EImiron to be an appropriate and suitable product
for such purposes.

35.  As a result of Defendant’s actions and inactions, Plaintiff was injured due to
Elmiron which caused Plaintiff various injuries and damages due to her vision loss, including,
but not limited to, a diagnosis of PPS associated pigmentary maculopathy. Plaintiff accordingly
seeks damages associated with these injuries.

36. Defendant ignored reports from patients and health care providers throughout
the United States of Elmiron’s failure to perform as intended, and injuries associated with long
term use which led to the severe and debilitating injuries suffered by Plaintiff, and numerous
other patients. Rather than doing adequate testing to determine the cause of these injuries or
rule out Elmiron’s design as the cause of the injuries, Defendant continued to market Elmiron
as a safe and effective prescription drug for interstitial cystitis.

37. Defendant did not timely or adequately apprise the public and physicians,
including Plaintiff’s physicians, of the adverse effect or defects in EImiron despite Defendant’s
knowledge that it was associated with visual effects following use. Defendant did not timely or
adequately apprise the public and physicians, including Plaintiff’s physicians, to monitor
Elmiron users’ vision and eyes with regular examination.

38. Defendant’s Elmiron was at all times utilized and prescribed in a manner
foreseeable to Defendant, as Defendant generated the instructions for use for Plaintiff to take

Elmiron.

10
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39.  Plaintiff and Plaintiff’s physicians foreseeably used the Defendant’s Elmiron,
and did not misuse, or alter the EImiron in an unforeseeable manner.

40.  Through their affirmative misrepresentations and omissions, Defendant actively
concealed from Plaintiff and her physicians the true and significant risks associated with
Elmiron consumption.

41.  As a result of Defendant’s actions, Plaintiff and her physicians were unaware,
and could not have reasonably known or have learned through reasonable diligence that Plaintiff
would be exposed to the risks identified in this Complaint and that those risks were the direct
and proximate result of Defendant’s conduct.

42.  As adirect result of being prescribed and consuming Elmiron, Plaintiff has been
permanently and severely injured, having suffered serious consequences.

43. Plaintiff, as a direct and proximate result of Elmiron, suffered severe mental
and physical pain and suffering and has sustained permanent injuries and emotional distress,
along with economic loss due to medical expenses and living-related expenses due to her new
lifestyle.

44.  Plaintiff’s physicians would not have prescribed Elmiron had Defendant properly
disclosed the risks associated with its use or in the alternative, would have actively monitored
her vision with regular eye exams.

EQUITABLE TOLLING OF STATUTE OF LIMITATIONS

45, Defendant failed to disclose a known defect and affirmatively misrepresented that
Elmiron was safe for its intended use. Further, Defendant actively concealed the true risks
associated with the use of Elmiron. Neither Plaintiff nor the prescribing physician had

knowledge that Defendant was engaged in the wrongdoing alleged herein.

11
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46. Because of Defendant's concealment of and misrepresentations regarding the true
risks associated with Elmiron, Plaintiff could not have reasonably discovered Defendant’s
wrongdoing at any time prior to the commencement of this action.

47.  Thus, because Defendant fraudulently concealed the defective nature of Elmiron
and the risks associated with its use, the running of any statute of limitations has been tolled.
Likewise, Defendant is estopped from relying on any statute of limitations.

48.  Additionally, and alternatively, Plaintiff files this lawsuit within the applicable
limitations period of first suspecting that EImiron caused the appreciable harm sustained by
Plaintiff. Plaintiff did not have actual or constructive knowledge of acts indicating to a
reasonable person that Plaintiff was the victim of a tort. Plaintiff was unaware of the facts upon
which a cause of action rests until less than the applicable limitations period prior to the filing

of this action. Plaintiff’s lack of knowledge was not willful, negligent, or unreasonable.

COUNT I
STRICT LIABILITY

49.  Plaintiff incorporates by referenced each and every preceding paragraph as though
fully set forth herein.

50.  Atall times relevant hereto, Defendant manufactured, designed, distributed, and/or
sold Elmiron.

51. At all times relevant hereto, the dangerous propensities of Elmiron were known
to Defendant, or reasonably and scientifically knowable to them, through appropriate research and
testing by known methods, at the time they distributed, supplied, or sold their respective products,
and not known to ordinary physicians who would be expected to prescribe the drug to their

patients.

12
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52.  The Elmiron product as distributed by Defendant was a defective and unreasonably
dangerous product, as Defendant failed to provide appropriate and adequate warnings and
instructions to render the products reasonably safe for its ordinary, intended, and reasonably
foreseeable uses; in particular the common, foreseeable and intended use of Elmiron to treat
painful bladder syndrome and interstitial cystitis.

53. Defendant failed to properly and adequately warn and instruct Plaintiff and
Plaintiff’s treating physician that Defendant’s EImiron product was designed and/or manufactured
in a way that could cause injuries and damages, including lasting and permanent visual injuries.

54, Defendant failed to properly and adequately warn and instruct Plaintiff and
Plaintiff's treating physician as to the risks of the Defendant’s Elmiron product. To the contrary,
Defendant withheld information from Plaintiff and Plaintiff’s physician regarding the true risks
related to prescribing the EImiron product.

55.  The Elmiron product, as distributed by Defendant, was dangerous in design at
the time it left the Defendant’s control.

56. Plaintiff did not misuse or materially alter the Elmiron as prescribed and
dispensed to Plaintiff and used by Plaintiff.

57. At the time the Elmiron product left Defendant’s control, there existed feasible
and suitable alternative design for the treatment of interstitial cystitis that was capable of
preventing Plaintiff’s damages or alternatively a plan for monitoring ocular health in
association with use of Elmiron.

58.  When compared to other feasible alternatives, the EImiron product greatly results
ina much higher risk of visual injuries and side effects. Other feasible alternative treatments

exist which do not present the same frequency and severity of risks.

13
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59. At all times relevant to this action, Defendant manufactured, supplied, distributed,
and/or sold Elmiron in a defective and dangerous condition, as described above, to Plaintiff.

60.  The Elmiron received by Plaintiff did not perform safely as an ordinary consumer
would have expected it to perform when used in a reasonably foreseeable way.

61. Furthermore, a reasonable patient would conclude the possibility and seriousness
of harm outweighs the benefit from it’s normal, intended use.

62.  As a direct, foreseeable and proximate result of Defendant’s defective EImiron
product, Plaintiff suffered grievous bodily injuries and consequent economic and other losses,
as referenced above, when his physicians, lacking adequate warnings and other appropriate facts
that were misrepresented or omitted from the information (if any) Defendant provided to
physicians for their respective products. Plaintiff has suffered injury of a personal and pecuniary
nature, including pain and suffering, medical expenses, lost income and disability.

COUNT I
NEGLIGENCE

63.  Plaintiff incorporates by reference each and every preceding paragraph as though
fully set forth herein.

64.  Atall times relevant hereto, it was the duty of Defendant to use reasonable care
in the manufacturing, design, distribution, and/or sale of Elmiron.

65.  Defendant failed to exercise ordinary care in the manufacture, sale, labeling, and
marketing Elmiron in that Defendant know or should have known that Elmiron created a high risk
of unreasonable harm to Plaintiffs and other users.

66. In disregard of its duty, Defendant committed one or more of the following
negligent acts or omissions:

a. Manufacturing, producing, promoting, formulating, creating, developing,

14
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designing, selling, and distributing EImiron without thorough and
adequate pre- and post-market testing of the product;

b. Manufacturing, producing, promoting, advertising, formulating, creating,
developing, and designing, and distributing EImiron while negligently and
intentionally concealing and failing to disclose clinical data which
demonstrated the risk of serious harm associated with the use of EImiron;

C. Failing to undertake sufficient studies and conduct necessary tests to
determine whether or not Elmiron was safe for its intended use;

d. Failing to disclose and warn of the product defect to the regulatory
agencies, the medical community, and consumers that Defendant knew and
had reason to know that Elmiron was indeed unreasonably unsafe and
unfit for use by reason of the product's defect and risk of harm to its
users;

e. Failing to warn Plaintiff, the medical and healthcare community, and
consumers that the product's risk of harm was unreasonable and that there
were safer and effective alternative products available to Plaintiff and
other consumers;

f. Failing to provide adequate instructions, guidelines, and safety precautions
to those persons to whom it was reasonably foreseeable would use
Elmiron;

g. Advertising, marketing, and recommending the use of Elmiron, while

concealing and failing to disclose or warn of the dangers known by
Defendant to be connected with, and inherent in, the use of Elmiron;

h. Representing that EImiron was safe for its intended use when in fact
Defendant knew and should have known the product was not safe for its
intended purpose;

i Failing to disclose to and inform the medical community and consumers
that other forms of safer and effective alternative products were available
for use for the purpose for which Elmiron was manufactured;

J. Continuing to manufacture and sell EImiron with the knowledge that
Elmiron was unreasonably unsafe and dangerous;

k. Failing to use reasonable and prudent care in the design, research,
manufacture, and development of Elmiron so as to avoid the risk of
serious harm associated with the use of Elmiron. Failing to design and
manufacture Elmiron so as to ensure the drug was at least as safe and
effective as other similar products;

15
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I Failing to ensure the product was accompanied by proper and accurate
warnings about requiring baseline visual examinations and regular eye
examinations while using the drug to monitor for retinal or macular toxicity
associated with the use of Elmiron;

m. Failing to ensure the product was accompanied by proper and accurate
warnings about possible adverse side effects associated with the use of
Elmiron and that use of EImiron created a high risk of severe injuries; and

n. Failing to conduct adequate testing, including pre-clinical and clinical
testing, and post-marketing surveillance to determine the safety of Elmiron.

67.  Asadirect and proximate result of one or more of the above-stated negligent acts
by Defendant, Plaintiff suffered grievous bodily injuries and consequent economic and other
losses, including pain and suffering, loss of a normal life, medical expenses, lost income and
disability.

COUNT HI
LOSS OF CONSORTIUM

69.  Plaintiffs incorporate by reference each and every preceding paragraph as though
fully set forth herein.

70.  Plaintiff, Harry Alan Scheibe, was at all times relevant the husband of Plaintiff,
Emily Ann Scheibe.

71.  Plaintiff, Harry Alan Scheibe, was and is entitled to the companionship, services
and society of his wife, Emily Ann Scheibe.

72. Due to the injuries described above, Plaintiff, Harry Alan Scheibe, has been
caused, presently and into the future, the loss of Plaintiff, Emily Ann Scheibe’s companionship,

services, and society and seeks damages for such losses.

16
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PRAYER FOR RELIEF

WHEREFORE, Plaintiffs incorporate by reference each preceding and succeeding
paragraph as though set forth fully at lengthy herein, and pray for judgment in their favor and
against the Defendant awarding the following:

1. A monetary award, sufficient to compensate Plaintiffs for the following categories

of damages:

a. General damages for severe physical pain, mental suffering,
inconvenience, and loss of the enjoyment of life;
b. Past, present, and future damages for costs of medical and

rehabilitative treatment and care for Plaintiff;

C. Past wage loss and future loss of earning capacity; and
d. Loss of spousal consortium.
2. Plaintiffs’ cost of this action, together with interest on past and future special and

general damage amounts from the date of injury at the legal rate until paid, interest on any
judgment awarded herein at the legal rate until paid, and such other and further relief as
the Court deems equitable and just.

3. Any other award this Court deems equitable and just.

4. Plaintiffs demand a jury trial.

Date: September 8, 2020
ANAPOL WEISS

s/ SOL H. WEISS

Sol H. Weiss (PA# 15925)
Thomas R. Anapol (PA# 62121)
Shayna S. Slater (PA# 311007)
Paola Pearson (PA# 318356)

17
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130 N. 18" Street — Suite 1600
Philadelphia, PA 19103

Tel: (215) 735-1130

Fax: (215) 875-7707
sweiss@anapolweiss.com
tanapol@anapolweiss.com
sslater@anapolweiss.com
ppearson@anapolweiss.com

Attorneys for Plaintiffs

THE LANIER LAW FIRM, PLLC

S/W. MARK LANIER

W. Mark Lanier (NY# 4327284)
Richard D. Meadow (NY# 1963578)
Evan M. Janush (NY# 3025970)
Jason S. Goldstein (NY# 5015342)
126 East 56th Street, 6th Floor

New York, NY 10022

Tel: (212) 421-2800

Fax: (212) 421-2878
wml@lanierlawfirm.com
Richard.Meadow@lanierlawfirm.com
Evan.Janush@lanierlawfirm.com
Jason.Goldstein@Ilanierlawfirm.com

Attorneys for Plaintiffs
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0 2 U.S. Government Xa Diversity Citizen of Another State X2 0 2 Incorporated and Principal Place o5 0O5
Defendant (Indicate Citizenship of Parties in Item 1) of Business In Another State
Citizen or Subject of a O 3 O 3 Foreign Nation o6 06
Foreign Country

IV. NATURE OF SUIT (Place an ““X” in One Box Only)

Click here for: Nature of Suit Code Descriptions.

| CONTRACT TORTS FORFEITURE/PENALTY BANKRUPTCY OTHER STATUTES ]
O 110 Insurance PERSONAL INJURY PERSONAL INJURY |3 625 Drug Related Seizure 0 422 Appeal 28 USC 158 0 375 False Claims Act
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O 240 Torts to Land 3 443 Housing/ Sentence 26 USC 7609 0 899 Administrative Procedure
O 245 Tort Product Liability Accommodations 3 530 General Act/Review or Appeal of
O 290 All Other Real Property 0 445 Amer. w/Disabilities - | O 535 Death Penalty IMMIGRATION Agency Decision
Employment Other: O 462 Naturalization Application 3 950 Constitutionality of
O 446 Amer. w/Disabilities - | O 540 Mandamus & Other |3 465 Other Immigration State Statutes
Other 3 550 Civil Rights Actions
O 448 Education 0 555 Prison Condition
0 560 Civil Detainee -
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Confinement

V. ORIGIN (Place an “X’” in One Box Only)

X1 Original 3 2 Removed from A 3 Remanded from O 4 Reinstated or O 5 Transferred from 3 6 Multidistrict 3 8 Multidistrict
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(specify) Transfer Direct File

Cite the U.S. Civil Statute under which you are filing (Do not cite jurisdictional statutes unless diversity):
28 U.S.C. Sec. 1332

Brief description of cause: ) ) o .
This action involves an injury claim from a pharmaceutical arising out of the use of Elmiron.

(0 CHECK IF THIS IS A CLASS ACTION DEMAND $ CHECK YES only if demanded in complaint:

VI. CAUSE OF ACTION

VIl. REQUESTED IN

COMPLAINT: UNDER RULE 23, FR.CV.P. JURY DEMAND: X Yes  [No
VIII. RELATED CASE(S) ) )

IF ANY (See instructions): Jupce Wendy Beetlestone DOCKET NUMBER 2:20-cv-02147
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09/08/2020 /s! Sol H. Weiss- PA #15925
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INSTRUCTIONS FOR ATTORNEYS COMPLETING CIVIL COVER SHEET FORM JS 44
Authority For Civil Cover Sheet

The JS 44 civil cover sheet and the information contained herein neither replaces nor supplements the filings and service of pleading or other papers as
required by law, except as provided by local rules of court. This form, approved by the Judicial Conference of the United States in September 1974, is
required for the use of the Clerk of Court for the purpose of initiating the civil docket sheet. Consequently, a civil cover sheet is submitted to the Clerk of
Court for each civil complaint filed. The attorney filing a case should complete the form as follows:

1.(a)

(b)

(©

1I.

I11.

Iv.

VL

VIIL.

VIIIL.

Plaintiffs-Defendants. Enter names (last, first, middle initial) of plaintiff and defendant. If the plaintiff or defendant is a government agency, use
only the full name or standard abbreviations. If the plaintiff or defendant is an official within a government agency, identify first the agency and
then the official, giving both name and title.

County of Residence. For each civil case filed, except U.S. plaintiff cases, enter the name of the county where the first listed plaintiff resides at the
time of filing. In U.S. plaintiff cases, enter the name of the county in which the first listed defendant resides at the time of filing. (NOTE: In land
condemnation cases, the county of residence of the "defendant™ is the location of the tract of land involved.)

Attorneys. Enter the firm name, address, telephone number, and attorney of record. If there are several attorneys, list them on an attachment, noting
in this section "(see attachment)".

Jurisdiction. The basis of jurisdiction is set forth under Rule 8(a), F.R.Cv.P., which requires that jurisdictions be shown in pleadings. Place an "X"
in one of the boxes. If there is more than one basis of jurisdiction, precedence is given in the order shown below.

United States plaintiff. (1) Jurisdiction based on 28 U.S.C. 1345 and 1348. Suits by agencies and officers of the United States are included here.
United States defendant. (2) When the plaintiff is suing the United States, its officers or agencies, place an "X" in this box.

Federal question. (3) This refers to suits under 28 U.S.C. 1331, where jurisdiction arises under the Constitution of the United States, an amendment
to the Constitution, an act of Congress or a treaty of the United States. In cases where the U.S. is a party, the U.S. plaintiff or defendant code takes
precedence, and box 1 or 2 should be marked.

Diversity of citizenship. (4) This refers to suits under 28 U.S.C. 1332, where parties are citizens of different states. When Box 4 is checked, the
citizenship of the different parties must be checked. (See Section Il below; NOTE: federal question actions take precedence over diversity
cases.)

Residence (citizenship) of Principal Parties. This section of the JS 44 is to be completed if diversity of citizenship was indicated above. Mark this
section for each principal party.

Nature of Suit. Place an "X" in the appropriate box. If there are multiple nature of suit codes associated with the case, pick the nature of suit code
that is most applicable. Click here for: Nature of Suit Code Descriptions.

Origin. Place an "X" in one of the seven boxes.

Original Proceedings. (1) Cases which originate in the United States district courts.

Removed from State Court. (2) Proceedings initiated in state courts may be removed to the district courts under Title 28 U.S.C., Section 1441.
Remanded from Appellate Court. (3) Check this box for cases remanded to the district court for further action. Use the date of remand as the filing
date.

Reinstated or Reopened. (4) Check this box for cases reinstated or reopened in the district court. Use the reopening date as the filing date.
Transferred from Another District. (5) For cases transferred under Title 28 U.S.C. Section 1404(a). Do not use this for within district transfers or
multidistrict litigation transfers.

Multidistrict Litigation — Transfer. (6) Check this box when a multidistrict case is transferred into the district under authority of Title 28 U.S.C.
Section 1407.

Multidistrict Litigation — Direct File. (8) Check this box when a multidistrict case is filed in the same district as the Master MDL docket. PLEASE
NOTE THAT THERE IS NOT AN ORIGIN CODE 7. Origin Code 7 was used for historical records and is no longer relevant due to changes in
statue.

Cause of Action. Report the civil statute directly related to the cause of action and give a brief description of the cause. Do not cite jurisdictional
statutes unless diversity. Example: U.S. Civil Statute: 47 USC 553 Brief Description: Unauthorized reception of cable service

Requested in Complaint. Class Action. Place an "X" in this box if you are filing a class action under Rule 23, F.R.Cv.P.
Demand. In this space enter the actual dollar amount being demanded or indicate other demand, such as a preliminary injunction.
Jury Demand. Check the appropriate box to indicate whether or not a jury is being demanded.

Related Cases. This section of the JS 44 is used to reference related pending cases, if any. If there are related pending cases, insert the docket
numbers and the corresponding judge names for such cases.

Date and Attorney Signature. Date and sign the civil cover sheet.
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FOR THE EASTERN DISTRICT OF PENNSYLVANIA

DESIGNATION FORM
(to be used by counsel or pro se plaintiff to indicate the category of the case for the purpose of assignment to the appropriate calendar)

Address of Plaintif. EMIlY Ann Scheibe and Harry Alan Scheibe, 59 Grand Georgian Court NE, Cartersville, GA 30121

Address of Defendant: 9@NsSsen Pharmaceuticals, Inc., 800 Ridgeview Drive, Horsham, PA 19044

Place of Accident, Incident or Transaction: MUItipIe Jurisdictions

RELATED CASE, IF ANY:
Case Number: 2:20-cv-02147 Judge: Hon. Beetlestone Date Terminated:

Civil cases are deemed related when Yes is answered to any of the following questions:

1. Isthis case related to property included in an earlier numbered suit pending or within one year Yes No|[]
previously terminated action in this court?

2. Does this case involve the same issue of fact or grow out of the same transaction as a prior suit Yes [[] No
pending or within one year previously terminated action in this court?

3. Does this case involve the validity or infringement of a patent already in suit or any earlier Yes No |[]
numbered case pending or within one year previously terminated action of this court?

4. Isthis case a second or successive habeas corpus, social security appeal, or pro se civil rights Yes No |[]
case filed by the same individual?

| certify that, to my knowledge, the within case [ is / [J is not related to any case now pending or within one year previously terminated action in
this court except as noted above.

oate: 09/08/2020 /s/ Sol H. Weiss, Esq. 15925

Attorney-at-Law / Pro Se Plaintiff Attorney 1.D. # (if applicable)

CIVIL: (Place a  in one category only)

Social Security Review Cases (Please specify):
All other Federal Question Cases
(Please specify):

=o-

A. Federal Question Cases: B. Diversity Jurisdiction Cases:

O 1 Indemnity Contract, Marine Contract, and All Other Contracts [] 1. Insurance Contract and Other Contracts
[0 2. FELA [] 2. Airplane Personal Injury

[ 3. Jones Act-Personal Injury [ 3. Assault, Defamation

[0 4. Antitrust [] 4. Marine Personal Injury

[J 5. Patent [] 5. Motor Vehicle Personal Injury

[J 6. Labor-Management Relations [] 6. Other Personal Injury (Please specify):
[0 7. civil Rights [0] 7. Products Liability

[J 8. Habeas Corpus [] 8. Products Liability — Asbestos

[ 9. Securities Act(s) Cases [] 9. Allother Diversity Cases

O 1

a1

ARBITRATION CERTIFICATION
(The effect of this certification is to remove the case from eligibility for arbitration.)

5 Sol H. Weiss, Esq.

, counsel of record or pro se plaintiff, do hereby certify:

0 Pursuant to Local Civil Rule 53.2, § 3(c) (2), that to the best of my knowledge and belief, the damages recoverable in this civil action case
exceed the sum of $150,000.00 exclusive of interest and costs:

Relief other than monetary damages is sought.

oate: 09/08/2020 /s/ Sol H. Weiss, Esq. 15925

Attorney-at-Law / Pro Se Plaintiff Attorney 1.D. # (if applicable)

NOTE: A trial de novo will be a trial by jury only if there has been compliance with F.R.C.P. 38.

Civ. 609 (5/2018)
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INTHE UNITED STATESDISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

CASE MANAGEMENT TRACK DESIGNATION FORM

Emily Ann Scheibe and Harry Alan Scheibe : CIVIL ACTION

V.

Janssen Pharmaceuticals, Inc. NO

In accordance with the Civil Justice Expense and Delay Reduction Plan of this court, counsel for
plaintiff shall complete a Case Management Track Designation Form in all civil cases at the time of
filing the complaint and serveacopy on al defendants. (See § 1:03 of the plan set forth onthereverse
side of this form.) In the event that a defendant does not agree with the plaintiff regarding said
designation, that defendant shall, with its first appearance, submit to the clerk of court and serve on
the plaintiff and all other parties, a Case Management Track Designation Form specifying the track
to which that defendant believes the case should be assigned.

SELECT ONE OF THE FOLLOWING CASE MANAGEMENT TRACKS:
(@) Habeas Corpus — Cases brought under 28 U.S.C. § 2241 through 8§ 2255. ()

(b) Socia Security — Cases requesting review of a decision of the Secretary of Health
and Human Services denying plaintiff Social Security Benefits. ()

(c) Arbitration — Cases required to be designated for arbitration under Local Civil Rule53.2. ()

(d) Asbestos— Casesinvolving claims for personal injury or property damage from
exposure to asbestos. ()

(e) Specia Management — Cases that do not fall into tracks (a) through (d) that are
commonly referred to as complex and that need specia or intense management by
the court. (Seereverse side of thisform for a detailed explanation of special
management cases.) ()

(f) Standard Management — Cases that do not fall into any one of the other tracks. (x)

Emily Ann Scheibe and

9/8/2020 Sol H. Weiss, Esq. Harry Alan Schiebe

Date Attorney-at-law Attorney for

(215) 735-2098 (215) 875-7701 sweiss@anapolweiss.com
Telephone FAX Number E-Mail Address

(Civ. 660) 10/02
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Civil Justice Expense and Delay Reduction Plan
Section 1:03 - Assignment to a Management Track

@ The clerk of court will assign cases to tracks (@) through (d) based on the initial pleading.

(b) In al cases not appropriate for assignment by the clerk of court to tracks (a) through (d), the
plaintiff shall submit to the clerk of court and serve with the complaint on all defendants a case management
track designation form specifying that the plaintiff believes the case requires Standard Management or
Specia Management. In the event that a defendant does not agree with the plaintiff regarding said
designation, that defendant shall, with itsfirst appearance, submit to the clerk of court and serve on the
plaintiff and all other parties, a case management track designation form specifying the track to which that
defendant believes the case should be assigned.

(© The court may, on its own initiative or upon the request of any party, change the track
assignment of any case at any time.

(d) Nothing in this Plan isintended to abrogate or limit ajudicia officer's authority in any case
pending before that judicial officer, to direct pretrial and trial proceedings that are more stringent than those
of the Plan and that are designed to accomplish cost and delay reduction.

(e Nothing in this Plan is intended to supersede Local Civil Rules40.1 and 72.1, or the
procedure for random assignment of Habeas Corpus and Social Security cases referred to magistrate judges
of the court.

SPECIAL MANAGEMENT CASE ASSIGNMENTS
(See 81.02 () Management Track Definitions of the
Civil Justice Expense and Delay Reduction Plan)

Specia Management cases will usually include that class of cases commonly referred to as "complex
litigation" asthat term has been used in the Manuals for Complex Litigation. The first manual was prepared
in 1969 and the Manual for Complex Litigation Second, MCL 2d was prepared in 1985. Thistermis
intended to include cases that present unusual problems and require extraordinary treatment. See 80.1 of the
first manual. Cases may require special or intense management by the court due to one or more of the
following factors: (1) large number of parties; (2) large number of claims or defenses; (3) complex factual
issues; (4) large volume of evidence; (5) problems locating or preserving evidence; (6) extensive discovery;
(7) exceptionally long time needed to prepare for disposition; (8) decision needed within an exceptionally
short time; and (9) need to decide preliminary issues before final disposition. It may include two or more
related cases. Complex litigation typically includes such cases as antitrust cases; cases involving alarge
number of parties or an unincorporated association of large membership; cases involving requests for
injunctive relief affecting the operation of large business entities; patent cases; copyright and trademark
cases, common disaster cases such as those arising from aircraft crashes or marine disasters; actions brought
by individual stockholders; stockholder's derivative and stockholder's representative actions; class actions or
potential class actions; and other civil (and criminal) cases involving unusua multiplicity or complexity of
factual issues. See 80.22 of the first Manual for Complex Litigation and Manual for Complex Litigation
Second, Chapter 33.
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