FDA Adverse Event Reporting System (AERS) Freedom of Information (FOI) Report:

Date:  09/22/03
ISR (Individual Safety Report) Number:  4194912-4
Report Type:  Expedited (15-Day)
Company Report #:  US-JNJFOC-20030800914
Age:   83 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Bladder Disorder, Coma, Culture Urine Positive, Micturition Frequency Decreased, Neck Pain, Nocturia, Pharyngolaryngeal Pain, Platelet Count Decreased, Pneumonia, Respiratory Failure, Streptococcal Infection, Urine Flow Decreased
Report Source:  Health Professional, Distributor
Product:  Viadur (Leuprorelin Acetate) Implant
Role:  Primary Suspect
Manufacturer:  ALZA CORP
Product:  Detrol (Tolterodine L-Tartrate), Imipramine
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  120 UG, 1 IN 1 DAY, SUBCUTANEOUS
