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

Date:  12/01/98 & 03/12/99
ISR (Individual Safety Report) Number:  3165107-8 & 3219446-2
Report Type:  Expedited (15-Day)
Company Report #:  PE #31936
Age:  71 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Anorexia, Hepatitis Fulminant, Jaundice, Pyrexia, Abdominal Pain, Abdominal Pain Upper, Back Pain, Decreased Appetite, Hepatomegaly, Hyperplasia, Liver Function Test Abnormal, Lymphadenopathy, Pleural Effusion, Toxic Skin Eruption
Report Source:  Health Professional
Product:  Leuprorelin Acetate
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Chlormadinone Acetate, Isosorbide Nitrate, Nicorandil, Amlodipine Besylate, Aspirin, Enalapril Maleate, Cyclandelate
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG S.C.
Duration of Primary Suspect:  1 DAY
