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

Date:  03/22/04
ISR (Individual Safety Report) Number:  4322851-4
Report Type:  Expedited (15-Day)
Company Report #:  THQ2004A00279
Age:   8 DEC

Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Abdominal Distension, Asthenia, Constipation, Decreased Appetite, Dyspnoea, Fatigue, Hepatic Cirrhosis, Hepatic Failure, Weight Decreased
Report Source:  Health Professional
Product:  Enanton Depot (Leuprolide Acetate) (Injection)
Role:  Primary Suspect
Manufacturer:  ORION CORP ORION PHARM
Product:  Eulexin (Flutamide) (Unknown) 750 MG (250 MG, 3 IN 1 D) 1 MON
Role:  Secondary Suspect
Product:  Omega-3 Triglycerides (Unknown), Cod-Liver Oil (Unknown), Glucosamine (Unknown)
Role:  Concomitant
Dose of Primary Suspect:  11.25 MG (11.25 MG, 1 IN 3 M)
