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

Date:  06/29/98 & 07/09/98 & 10/07/98
ISR (Individual Safety Report) Number:  3100479-1 & 3103588-6 & 3139385-5
Report Type:  Expedited (15-Day)
Company Report #:  PE #29906
Age:  77 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Hepatic Encephalopathy, Hyperammonaemia, Liver Function Test Abnormal, Ascites, Depressed Level Of Consciousness, Fatigue, Hepatic Failure, Hypoproteinaemia, Jaundice, Malaise, Prothrombin Time Shortened, Anuria, Disorientation, Malaise, Oedema, Tremor
Report Source:  Health Professional
Product:  Leuprorelin Acetate
Role:  Primary Suspect
Manufacturer:  PFIZER PHARMACEUTICALS
Product:  Flutamide, Ursodeoxycholic Acid
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG S.C.
Duration of Primary Suspect:  2 DAY
