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

Date:  07/29/04
ISR (Individual Safety Report) Number:  4413930-1
Report Type:  Expedited (15-Day)
Company Report #:  TPG0T01259138
Age:   67 
Gender:  Male
Outcome:  Death.  Life-Threatening
Preferred Term:  Death
Report Source:  Study, Health Professional
Product:  Trenantone (Leuprorelin Injection)
Role:  Primary Suspect
Manufacturer:  TAKEDA PHARMACEUTICALS
Product:  Cyproterone Acetate
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  11.25 MG (11.25 MG, 1 IN 3 M) SUBCUTANEOUS
