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

Date:  07/28/04
ISR (Individual Safety Report) Number:  4414019-8
Report Type:  Expedited (15-Day)
Company Report #:  TPG0T01243040
Age:   81 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Cardiac Failure, Condition Aggravated, Metastases To Bone, Prostate Cancer Metastatic, Shock  
Report Source:  Foreign, Health Professional, Other
Product:  Trenantone (Leuprorelin Injection)
Role:  Primary Suspect
Manufacturer:  TAKEDA PHARMACEUTICALS
Product:  Flutamide, Digoxin
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  11.25 MG (11.25 MG, 1 IN 3 M)
