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

Date:  06/15/04
ISR (Individual Safety Report) Number:  4382004-0
Report Type:  Expedited (15-Day)
Company Report #:  ERD2004A00012
Age:  77 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Atrial Fibrillation, Atrioventricular Block First Degree, Blood Pressure Increased, Brochopneumonia, Cardiac Failure, Cholelithiasis, Hypotension, Respiratory Failure, Subendocardial Ischaemia, Supraventricular Extrasystoles, Tachycardia, Ventricular Extrasystoles
Report Source:  Study, Health Professional
Product:  Leuprorelin Depot (3m) (Leuprolide Acetate) (Injection)
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Route:  SUBCUTANEOUS
Dose:  11.25 MG (11.25 MG, 1 IN 3 M), SUBCUTANEOUS
