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

Date:  09/06/02 & 09/23/02
ISR (Individual Safety Report) Number:  3972074-3 & 3979576-4
Report Type:  Expedited (15-Day)
Company Report #:  TIF2002A00046
Age:   78 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Delirium, Hemiplegia, Neurological Symptom, Neuropathy Peripheral, Areflexia, Extensor Plantar Response, Metastases to Central Nervous System, Somnolence
Report Source:  Study, Health Professional
Product:  Leuprorelin Depot (Leuprolide Acetate) (3.75 Milligram, Injection)
Role:  Primary Suspect
Manufacturer:  TAKEDA PHARMACEUTICALS
Route of Primary Suspect:  SUBCUTANEOUS

Dose of Primary Suspect:  3.75 MG (1 IN 1 M) SUBCUTANEOUS

Duration of Primary Suspect:  31 DAYS

Product:  Flutamide 750 MG (1 IN 1D) ORAL, 31 DAY
Role:  Secondary Suspect
Product:  Madopar, Phenobarbital, Pentoxyfilline
Role:  Concomitant
