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

Date:  10/24/03
ISR (Individual Safety Report) Number:  4219654-8
Report Type:  Expedited (15-Day)
Company Report #:  TAP2003Q0236
Age:   87 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Angina Pectoris, Bradycardia, Cardiac Failure Congestive, Ventricular Dysfunction
Report Source:  Health Professional  
Product:  Lupron Depot 7.5 Mg (Leuprolide Acetate)
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS IN
Product:  Isosorbide, Norvasc (Amlodipine Besilate), Lasix (Furosemide), Metoprolol, Flomax (Tamsulsin Hydrochloride), Prilosec (Omeprazole), Casodex (Bicalutamide)
Role:  Concomitant
Route of Primary Suspect:  INTRAMUSCULAR
Dose of Primary Suspect:  7.5 MG, 1 IN 1 M, INTRAMUSCULAR
