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

Date:  11/08/04
ISR (Individual Safety Report) Number:  4498856-X
Report Type:  Expedited (15-Day)
Company Report #:  F01200403407
Age:  76 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Death
Report Source:  Study, Health Professional
Product:  (Leuprolide Acetate) – Suspension – 22.5 Mg
Role:  Primary Suspect
Manufacturer:  SANOFI SYNTHE LABO INC
Route:  SUBCUTANEOUS
Dose:   22.5 MG Q3M
