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

Date:  06/06/02
ISR (Individual Safety Report) Number:  3930541-2
Report Type:  Expedited (15-Day)
Company Report #:  TCI2002A01170
Age:   79 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Alanine Aminotransferase Increased, Anorexia, Aspartate Aminotransferase Increased, Blood Ph Increased, Blood Pressure Fluctuation, Cardiac Arrest, Cardiac Failure, Chest Pain, Depression, Disseminated Intravascular Coagulation, Haemoptysis, Hepatocellular Damage, Laboratory Test Abnormal, Liver Disorder, Malaise, Mouth Haemorrhage, Oxygen Saturation Decreased, Pco2 Decreased, Pericardial Effusion, Pleural Effusion, Pulmonary Tuberculosis, Respiratory Arrest, Thrombocytopenia  
Report Source:  Health Professional
Product:  Leuprlin For Injection 3.75 (Leuprolide Acetate) (Injection)
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Chlormadinone Acetate, Cernitin Pollen Extract, Tamsulosin Hydrochloride, Flavoxate Hydrochloride, Oxybutynin Hydrochloride, Blopress (Candesartan Cilexetil)
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG (3.75 MG, 1 IN 28 D)
Duration of Primary Suspect:  225 DAY
