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

Date:  09/16/03
ISR (Individual Safety Report) Number:  4190580-6
Report Type:  Expedited (15-Day)
Company Report #:  TCI2003A02867
Age:   81 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Anaemia, Convulsion, Depressed Level Of Consciousness, Dysstasia, Fall, Gait Disturbance, General Physical Health Deterioration, Hepatitis, Metastases To Liver, Metastases To Spleen, Multiple Myeloma, Neuropathy Peripheral, Platelet Count Decreased  
Report Source:  Health Professional 
Product:  Leuplin Sr For Injection Kit 11.25 (Leuprolide Acetate) (Injection)
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Bicalutamide, Popiverine Hydrochloride, Naftopidil, Brotizolam, Ursodeoxycholic Acid
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  11.25 MG (11.25 MG, 1 IN 12 WK)
Duration of Primary Suspect:  2 TIMES
