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

Date:  07/02/03
ISR (Individual Safety Report) Number:  4141860-1
Report Type:  Expedited (15-Day)
Company Report #:  TACI2003M46501
Age:  82 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Cardio-Respiratory Arrest, Fall, Myocardial Infarction, Sudden Death, Cardiac Failure, Cardiovascular Disorder, Death
Report Source:  Study, Health Professional
Product:  Leuplin Sr For Injection Kit 11.25 (Leuprolide Acetate Injection)
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUSTR
Product:  Flutamide, Tamsulosin Hydrochloride, Temocapril (Hydrochloride)
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  11.25 MG (11.25 MG, 1 IN 3 M)
Duration of Primary Suspect:  1 DAY
