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

Date:  04/28/98
ISR (Individual Safety Report) Number: 3073214-3
Report Type:  Expedited (15-Day)
Company Report #: PE #28513
Age:  74 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Atrioventricular Block, Cardiac Enzymes Increased, Myocardial Infarction, Pulmonary Oedema
Report Source:  Health Professional
Product:  Leuproreline
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Flutamide, Trinitrine, Amiodarone, Paracetamol, Nadroparine, Metronidazole, Pefloxacine, Sodium Polystirene Sulfonate
Role:  Concomitant
Route of Primary Suspect:  INTRAMUSCULAR
Dose of Primary Suspect:  3.75 MG, 01D28
Duration of Primary Suspect:  1 MON
