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UNITED STATES DISTRICT COURT 
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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA
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UNITED STATES DISTRICT COURT 

FOR THE EASTERN DISTRICT OF PENNSYLVANIA 

__________________________________________ 

        ) 

JOYCE A. HOPPE                   )  CIVIL ACTION NO.  

        ) 

v.        ) 

        ) 

JANSSEN PHARMACEUTICALS,   ) 

INC.        ) COMPLAINT 

__________________________________________ ) 

 

Now comes Plaintiff by and through the undersigned counsel, and for her Complaint 

hereby avers and states as follows: 

NATURE OF THE ACTION 

1. This is a product liability action for damages suffered as a direct and proximate result of 

Plaintiff’s use of Defendant’s defective and unreasonably dangerous prescription drug, 

Elmiron (pentosan polysulfate sodium or PPS). 

2. At all times relevant hereto, Defendant developed, manufactured, designed, formulated, 

tested, labeled, packaged, produced, created, made, promoted, advertised, marketed, 

distributed and/or sold Elmiron in the United States. 

3. Plaintiff was prescribed Elmiron for the treatment of interstitial cystitis and/or bladder pain. 

4. As a result of her use of Elmiron, Plaintiff suffered injuries including harmful, but latent, 

retinal damage and maculopathy, which ultimately resulted in impaired vision because of 

Elmiron. 
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5. Defendant knew, or should have known, of the significant risks for visual symptoms and 

retinal changes associated with the use of Elmiron when taken as prescribed and intended. 

6. Despite knowing about these significant risks, Defendant did not disclose these significant 

risks to the medical and healthcare community, including Plaintiff’s prescribing doctor and 

the Food and Drug Administration (“FDA”), until June 2020. 

7. Despite knowing about these significant risks, Defendant did not disclose these significant 

risks to Plaintiff or the public in general, until June 2020. 

8. Despite knowing about these significant risks, Defendant did not provide adequate 

warnings of the risks associated with using Elmiron to patients, the medical and healthcare 

community, Plaintiff’s physician, or the public in general, until June 2020. 

9. Throughout the time Defendant marketed Elmiron, Defendant withheld material adverse 

events from the public, medical and healthcare community, and the FDA. 

10. Defendant failed to disclose the serious link between Elmiron use and significant visual 

damage, including pigmentary maculopathy. 

PARTIES 

11. At all times relevant hereto, Plaintiff was a resident and citizen of Wisconsin. 

12. Plaintiff was prescribed Elmiron in Wisconsin. 

13. Plaintiff began experiencing visual symptoms in Wisconsin. 

14. In approximately 2019, Plaintiff was diagnosed with a possible toxic maculopathy in 

Wisconsin.  

15. Defendant Janssen Pharmaceuticals, Inc, is a Pennsylvania corporation with a principal 

place of business located at 800 Ridgeview Drive, Horsham, Pennsylvania 19044.    
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16. At all relevant times, Defendant was engaged in the business of developing, designing, 

licensing, manufacturing, distributing, marketing, promoting, selling, and/or introducing 

into interstate commerce, either directly or indirectly through third parties, subsidiaries or 

related entities, the prescription drug Elmiron. 

17. Defendant’s Elmiron is used to manage symptoms of interstitial cystitis and painful bladder 

syndrome. 

JURISDICTION AND VENUE 

18. This Court has jurisdiction over this action pursuant to 28 U.S.C. § 1332 because there is 

complete diversity of citizenship between Plaintiff and Defendant, and the amount in 

controversy exceeds $75,000, exclusive of interest and costs. 

19. This Court has supplemental jurisdiction over the remaining common law and state claims 

pursuant to 28 U.S.C. § 1367. 

20. Venue is proper in this Court pursuant to 28 U.S.C. § 1391 because Defendant Janssen 

Pharmaceuticals is a Pennsylvania corporation. 

21. Defendant currently transacts business within this District by selling its products within this 

District and throughout the United States. 

22. Defendant expected or should have expected that its business activities could or would 

have consequences within the State of Pennsylvania, as well as throughout the United 

States. 

FACTS 

Background 

23. Plaintiff incorporates by reference all other paragraphs of this Complaint as if fully set 

forth herein, and further alleges as follows: 
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A. Interstitial Cystitis 

24. Interstitial cystitis is a chronic medical condition that causes a patient to experience bladder 

pressure and/or pain, and/or urinary urgency, and sometimes pelvic pain. 

25. This pain can range from a mild discomfort to a severe pain. 

26. There is no known cure for interstitial cystitis or painful bladder syndrome. 

27. Elmiron is used to treat patients with interstitial cystitis.  

B. Elmiron 

28. Elmiron (pentosan polysulfate sodium) was granted an Orphan Drug designation in 1995. 

29. Elmiron was first approved in September 1996 as a treatment for interstitial cystitis and 

painful bladder symptoms. 

30. Upon information and belief, Alza Pharmaceuticals purchased Elmiron in 1997 from Ivax 

and Baker Norton Pharmaceuticals, the initial sponsor of the New Drug Application 

(NDA).  

31.  Upon information and belief, Janssen Pharmaceuticals has been the NDA sponsor and 

holder since 2002, when Alza was acquired by McNeil Pharmaceuticals, Ind., a subsidiary 

of Janssen Pharmaceuticals.  

32. At all relevant times, the label and prescribing information that accompanied Elmiron when 

prescribed to patients contained the following: “Warnings: None.” 

33. In addition, according to the Drugs@FDA website, the label for Elmiron had been updated 

on approximately five occasions, prior to June 16, 2020, and at no time prior to June 16, 

2020, did it contain any information about vision loss, including pigmentary maculopathy, 

in any section of the label. 
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34.  On June 16, 2020, the label for Elmiron was updated to include information regarding 

retinal pigmentary changes for the first time.  

35. Elmiron 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. 

36. 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.  

37. 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. Elmiron-Induced Macular Toxicity 

38. In 2018, researchers from the Emory Eye Center published Pigmentary Maculopathy 

Associated with Chronic Exposure to Pentosan Polysulfate Sodium in the Journal of 

Opthalmology (“Pearce article”).1 

39. In the Pearce article, researchers identified concerns regarding a unique eye disease they 

were seeing in patients taking Elmiron.  

40. The researchers concluded that patients taking Elmiron were experiencing structural 

changes to the retina.  

41. Further studies from Harvard Medical School suggest that the damage caused by Elmiron 

continues to progress even after the patient stops taking Elmiron.2   

 
1 William A. Pearce, Rui Chen, and Nieraj Jain, Pigmentary Maculopathy Associated with Chronic Exposure to 
Pentosan Polysulfate Sodium, 125 OPHTHALMOLOGY 1793–1802 (2018), 
https://www.ncbi.nlm.nih.gov/pubmed/29801663 
2 Rachel M. Huckfeldt and Demetrios G Vavvas, Progressive Maculopathy After Discontinuation of Pentosan 
Polysulfate Sodium, 50 OPHTHALMIC SURGERY, LASERS AND IMAGING RETINA 656– 59 (2019), 
ncbi.nlm.nih.gov/pubmed/31671200. 
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42. Defendant made changes to Elmiron’s label in other countries to warn users of the risks of 

visual injuries, including pigmentary maculopathy.  

43. For example, Defendant changed the Elmiron label in Canada in September 2019. 

44. Defendant did not update the label for Elmiron to include a warning for “retinal pigmentary 

changes” in the United States until June 16, 2020. 

45. The relevant portion of Defendant’s June 16, 2020 U.S. label update stated as follows: 

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 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. 

 

46. During all relevant times to Plaintiff’s claim, the label did not contain any mention of 

retinal pigmentary changes.  

47. Defendant also updated Elmiron’s Patient Leaflet on June 16, 2020.  

48. The relevant update can be found in a box titled “What is the most important information I 

should know about Elmiron?” and states as follows: 
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Pigment changes in the retina of the eye (also referred to as pigmentary 

maculopathy in medical journal articles) have been reported with long-term 

use of ELMIRON® . While the cause of the pigmentary changes is unclear, 

continued long term dosing with ELMIRON® may be a risk factor. The 

consequences of these pigmentary changes in the retina are not fully 

understood. Visual symptoms that have been reported include: difficulty 

reading, slow adjustment to low or reduced light environments, and blurred 

vision. If you already have retinal pigment changes from other causes, it 

may be difficult to distinguish future retinal pigment changes if they occur. 

Call your doctor (including your eye doctor) if you notice any changes in 

your vision. Throughout your treatment, regular eye examinations that 

include retinal examinations are suggested for early detection of 

retinal/macular changes. Your doctor will discuss with you when to get 

your first eye examination and follow up exams, and whether the treatment 

should be continued since these changes may be irreversible and may 

progress even after stopping treatment. 

 

49. During all relevant times to Plaintiff’s claim, the Patient Leaflet did not contain any 

mention of pigment changes to the retina. 

D. Plaintiff Specific Facts 

50. Plaintiff was diagnosed with interstitial cystitis and/or painful bladder in approximately 

2003. 

51. Defendant represented Elmiron to be an appropriate and suitable product for treatment of 

the symptoms of interstitial cystitis and painful bladder. 

52. Plaintiff’s treating medical physician prescribed Elmiron to Plaintiff in approximately 2003 

due to her interstitial cystitis diagnosis.  

53. Plaintiff continued to take Elmiron until approximately October 2018. 

54. In approximately early 2018, Plaintiff began to experience visual symptoms that 

progressively worsened. 

55. Plaintiff has been diagnosed with a possible toxic maculopathy given her long-term 

Elmiron use.  
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56. Defendant ignored reports regarding Elmiron’s failure to perform as intended, and injuries 

associated with long-term use from patients and health care providers throughout the 

country. This lead to injuries to Plaintiff and numerous other patients.  

57. Defendant did not conduct adequate testing to determine the cause of the reported injuries, 

nor did it rule out Elmiron’s design as the cause of the reported injuries. 

58. Instead, Defendant continued to market Elmiron as a safe and effective prescription drug 

for interstitial cystitis. 

59. Despite having knowledge that Elmiron was associated with visual symptoms following 

use, Defendant failed to timely or adequately notify the public and physicians, including 

Plaintiff and her physician, of these adverse effects and/or defects in Elmiron. 

60. Defendant also failed to timely or adequately inform the public and physicians, including 

Plaintiff and her physician, that Elmiron users should monitor their vision and eyes with 

regular examination. 

61. Defendant actively concealed the true and significant risks associated with Elmiron from 

Plaintiff and her physicians. 

62. At the time of use, Plaintiff was unaware, and could not have reasonably known or have 

learned through reasonable diligence, of the concealed information concerning the safety 

and efficacy of Elmiron, including, but not limited to, the risk of retinal changes, 

maculopathy, vision loss, and other various visual symptoms, and had no way to determine 

the truth behind defendant’s concealment and omissions. 

63. As a result of Defendant’s actions and inactions concerning Defendant’s Elmiron product, 

and as a result of her use of Elmiron, Plaintiff suffered serious injuries including, but not 
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limited to, various visual symptoms, changes to her retina, and the possibility of continuing 

progression of her toxic maculopathy despite cessation of her Elmiron treatment. 

64. As a direct and proximate result of her Elmiron prescription and consumption, Plaintiff has 

been permanently and severely injured, having suffered serious consequences. 

65. Plaintiff seeks damages associated with these injuries. 

EQUITABLE TOLLING 

66. Plaintiff incorporates by reference all other paragraphs of this Complaint as if fully set 

forth herein, and further alleges as follows: 

67. 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. 

68. 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. 

69. 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. 

70. Additionally, and alternatively, Plaintiff files this lawsuit within the applicable limitations 

period of first suspecting that Elmiron 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 
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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. 

CAUSES OF ACTION 

COUNTS I & II  

STRICT LIABILITY: DESIGN DEFECT 

STRICT LIABILITY: FAILURE TO WARN 

 

71. Plaintiff incorporates by reference all other paragraphs of this Complaint as if fully set 

forth herein, and further alleges as follows: 

72. Defendant had a duty to use reasonable care to design a product that was not unreasonably 

dangerous to users.  

73. Defendant had a duty to adequately test Elmiron. 

74. Defendant had a duty to provide adequate warnings and instructions for Elmiron. 

75. At all relevant times, Elmiron was defective in design or formulation because, when it left 

the hands of the manufacturer or supplier:  

a. Elmiron was in an unreasonably dangerous and defective condition for its 

intended use; 

b. Elmiron posed a risk of serious and potentially irreversible vision issues and 

retinal harm to Plaintiff and other consumers; 

c. The foreseeable risks of harm posed by Elmiron could have been reduced or 

avoided by the adoption of a feasible reasonable alternative design by Defendant; 

d. The omission of the alternative design rendered Elmiron not reasonably safe; 

e. Elmiron had not been adequately tested;  

f. Elmiron had inadequate warnings or instructions concerning the true risks of its 

use;  
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g. The foreseeable risks of harm posed by Elmiron to Plaintiff could have been 

reduced or avoided by the provision of reasonable instructions or warnings by 

Defendant; 

h. Defendant’s omission of reasonable instructions or warnings rendered Elmiron 

not reasonably safe. 

76. Elmiron’s limited and unproven effectiveness did not outweigh the risks posed by Elmiron. 

In light of the utility of the drug and the risk involved in its use, the design of Elmiron 

made the product unreasonably dangerous. 

77. Defendant knew or should have known through testing, scientific knowledge, advances in 

the field or otherwise, that the product created a risk of serious and potentially irreversible 

vision issues and retinal harm, and was unreasonably dangerous to Plaintiff and other 

consumers, about which Defendant failed to warn. 

78. The Elmiron supplied to Plaintiff by Defendant was defective, dangerous, and had 

inadequate warnings or instructions at the time it was sold, and Defendant also acquired 

additional knowledge and information confirming the defective and dangerous nature of 

Elmiron.  

79. Despite this knowledge and information, Defendant failed and neglected to issue adequate 

warnings or post-sale warnings that Elmiron causes serious and potentially irreversible 

vision issues and retinal harm. 

80. Defendant failed to provide adequate warnings to users, purchasers, or prescribers of 

Elmiron, including Plaintiff and prescribing physicians, and instead continued to sell 

Elmiron in an unreasonably dangerous form without adequate warnings or instructions. 
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81. By failing to adequately test and research harms associated with Elmiron use, and by 

failing to provide appropriate warnings about Elmiron use, patients and the medical 

community, including prescribing doctors, were inadequately informed about the true risk-

benefit profile of Elmiron and were not sufficiently aware that serious and potentially 

irreversible vision issues and retinal harm might be associated with Elmiron use. Nor were 

the medical community, patients, patients’ families, or regulators appropriately informed 

that serious and potentially irreversible vision issues and retinal harm might be a side effect 

of Elmiron use and should or could be reported as an adverse event. 

82. The defective condition of Elmiron existed at the time Elmiron left Defendant’s control. 

83. Elmiron reached Plaintiff, as the user and/or consumer, without substantial change in the 

condition in which Elmiron was sold. 

84. Plaintiff did not misuse, alter, or modify the Elmiron she consumed. 

85. Upon information and belief, Elmiron’s defective condition is the cause of Plaintiff’s 

damages. 

86. Elmiron’s defective condition was not an inherent characteristic of Elmiron and would not 

be recognized by an ordinary person with ordinary knowledge common to the community 

that uses or consumes Elmiron. 

87. As a direct and proximate result of Defendant’s conduct, including the inadequate 

warnings, dilution or lack of information, lack of adequate testing and research, and the 

defective and dangerous nature of Elmiron, Plaintiff suffered bodily injury and resulting 

pain and suffering, disability, mental anguish, loss of capacity for the enjoyment of life, 

expense of medical and nursing care and treatment, loss of earnings, loss of ability to earn 
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money and other economic losses, and aggravation of previously existing conditions. The 

losses are either permanent or continuing, and Plaintiff will suffer the losses in the future. 

COUNT III 

NEGLIGENCE 

 

88. Plaintiff incorporates by reference all other paragraphs of this Complaint as if fully set 

forth herein, and further alleges as follows: 

89. Defendant owed Plaintiff and all consumers a duty of reasonable care in how it 

manufactured, designed, sold, distributed, supplied, promoted, placed in the stream of 

commerce, and/or warned of the dangers of Elmiron. 

90. Defendant breached its duty of care and was negligent as described herein in the design, 

manufacture, labeling, warning, instruction, training, selling, marketing, and distribution of 

Elmiron in one or more of the following respects: 

a. Failing to manufacture the product so as to avoid an unreasonable risk of harm to 

patients whom consumed the product, including Plaintiff; 

b. Failing to use reasonable care in the testing of the product so as to avoid an 

unreasonable risk of harm to patients in whom the product was consumed, 

including Plaintiff; 

c. Failing to use reasonable care in the inspection of the product so as to avoid an 

unreasonable risk of harm to patients whom consumed the product, including 

Plaintiff; 

d. Failing to design the product so as to avoid an unreasonable risk of harm to users 

whom consumed the product, including Plaintiff; 

e. Failing to use reasonable care in instructing and/or warning health care providers, 

the FDA and the public of the risks associated with the product, including the risk 
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of retina changes and vision-related symptoms, so as to avoid an unreasonable 

risk of harm to patients whom consumed the product, including Plaintiff; 

f. Failing to conform with Defendant’s own representations so as to avoid an 

unreasonable risk of harm to patients whom consumed the product, including 

Plaintiff; 

g. Failing to use reasonable care in marketing and promoting the product, so as to 

avoid an unreasonable risk of harm to patients whom consumed the product, 

including Plaintiff; 

h. Failing to conduct post-market vigilance or surveillance; 

i. Falsely representing and promoting Elmiron as a safe and effective option; 

j. Concealing from Plaintiff and her health care providers information about the 

propensity of Elmiron to cause great harm, and/or; 

k. Otherwise negligently or carelessly designing, manufacturing, marketing, 

distributing, warning, labeling, testing, or selling the product. 

91. Prior to the fall of 2018, Plaintiff could not, using ordinary care, have discovered these 

Elmiron defects. 

92. Upon learning of the potential link between her injuries and her Elmiron use, Plaintiff 

promptly discontinued her use of Elmiron. 

93. Prior to discontinuation, Plaintiff used Elmiron in a way that was reasonably predicted by 

Defendant. 

94. As a direct and proximate result of Defendant’s negligence, Plaintiff has been injured, 

sustained pain, suffering, loss of enjoyment of life, loss of care, comfort and consortium, 

economic loss and damages including, but not limited to, medical expenses. 
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JURY DEMAND 

 
Plaintiff demands a Jury Trial on all issues of fact. 
 

PRAYER FOR RELIEF 

WHEREFORE, Plaintiff prays for judgment against the Defendant, jointly and severally, 

as follows: 

A. For an award of compensatory damages, including damages against Defendant for pain 

and suffering, medical and hospital expenses, loss of income, and other damages 

according to proof at trial in excess of $75,000;  

B. For an award of punitive or exemplary damages against Defendant in excess of $75,000; 

C. For reasonable attorneys’ fees and costs; 

D. For pre-judgment interest; and  

E. For such further and other relief the court deems just, equitable, and proper. 

 

Dated: September 30, 2020   Respectfully Submitted, 

 

       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)  

      130 N. 18th 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 
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Michelle L. Kranz (0062479) 

Pro Hac Vice to be filed 

Carasusana B. Wall (0090234) 

Pro Hac Vice to be filed 

ZOLL & KRANZ, LLC 

6620 W. Central Ave., Suite 100 

Toledo, OH 43617 

Tel.  (419) 841-9623 

Fax  (419) 841-9719  

Email: michelle@toledolaw.com 

cara@toledolaw.com 

 

Counsel for Plaintiff 
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