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

Date:  03/25/04
ISR (Individual Safety Report) Number:  4328416-2
Report Type:  Periodic
Company Report #:  TAP2002Q02797
Age:  70 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged, Required Intervention to Prevent Permanent Impairment/Damage
Preferred Term:  Asthenia, Back Pain, Breast Mass, Cellulitis, Cervical Vertebral Fracture, Computerised Tomogram Abnormal, Dyspnoea, Gyneacomastia, Prostatic Specific Antigen Increased, Thrombosis
Report Source:  Consumer, Health Professional
Product:  Lupron Depot 7.5 Mg (Leuprolide Acetate)
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS IN
Product:  Casodex (Bicalutamide), Ketoconazole, Hydrocort (Hydrocortisone Acetate)
Role:  Concomitant
Route of Primary Suspect:  INTRAMUSCULAR
Dose of Primary Suspect:  7.5 MG, 1 IN 1 M, INTRAMUSCULAR
