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UNITED STATES DISTRICT COURT 

FOR THE EASTERN DISTRICT OF PENNSYLVANIA 

__________________________________________ 

) 

JEAN C. SHARPE          )  CIVIL ACTION NO. 

) 

v. ) 

) 

JANSSEN PHARMACEUTICALS, ) 

INC.  ) COMPLAINT 

__________________________________________ ) 

COMES NOW THE PLAINTIFF, Jean C. Sharpe (“Plaintiff”), and by and for her Complaint 

against Defendant, states and alleges upon information and belief and based upon the investigation 

of counsel, as follows: 

INTRODUCTION 

This is a personal injury action for damages arising from Plaintiff’s use of Defendant’s 

dangerously defective prescription drug, Elmiron (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 Elmiron, 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 Jean C. Sharpe was a citizen and resident 

of Mecklenburg County, in the State of North Carolina. 

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 Elmiron 

product, Plaintiff suffered from severe physical and emotional injuries, including but not 

limited to loss of vision, including a diagnosis of macular degeneration. Based on information 

and belief, Plaintiff's ingestion of Elmiron 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. §1332, 

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. §1391 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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