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

Date:  06/04/04 
ISR (Individual Safety Report) Number:  4375028-0
Report Type:  Expedited (15-Day)
Company Report #:  TCI2004M01521
Age:   89 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Acute Respiratory Failure  
Report Source:  Study, Health Professional
Product:  Leuplin Sr For Injection Kit 11.25 (Leuprolide Acetate Injection)
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Bicalutamide, Acetylsalicylic Acid (Enteric-Coated), Ranitidine Hydrochloride, Trichlormethiazide, Mucocolate L (Ambroxol Hydrocholoride Sustained-Released Capsules), Alfacalcidol, Valsartan, Tuliobuterol Hydrochloride Poultice Or Patch, Tamsulosin Hydrochloride, Oxitropium Bromide Inhalant
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  11.25 MG (11.25 MG, 1 IN 12 WK
