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

Date:  11/05/02 & 12/31/02
ISR (Individual Safety Report) Number:  4006822-3 & 4037932-2
Report Type:  Expedited (15-Day)
Company Report #:  LTI2002A00181
Age:   73 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Acute Pulmonary Oedema, Anaemia, Cardio-Respiratory Arrest, Haematuria, Hypertension, Renal Failure
Report Source:  Foreign, Study, Health  Professional, Other
Product:  Leuprorelin Acetate For Depot Suspension 
Role:  Primary Suspect
Manufacturer:  TAKEDA PHARMACEUTICALS  
Product:  Flutamide, Theophylline
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  11.25 MG (11.25 MG, 1 IN 3 M)
Duration of Primary Suspect:  DAY

