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

Date:  12/07/04
ISR (Individual Safety Report) Number:  4522872-2
Report Type:  Expedited (15-Day)
Company Report #:  F01200403407
Age:  76 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Abscess, Anaemia, Ascites, Coagulopathy, Coma, Haemorrhagic Diathesis, Hepatic Failure, Hepatotoxicity, Infarction, Nervous System Disorder, Peritonitis, Post Procedural Complication, Post Procedural Haemorrhage, Rectal Cancer, Respiratory Failure
Report Source:  Study, Health Professional
Product:  Eligard (Leuprorelin Acetate)
Role:  Primary Suspect
Manufacturer:  YAMANOUCHI EUROPE BV
Route:  SUBCUTANEOUS
Dose:  22.5 MG, SC
