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

Date:  08/02/00
ISR (Individual Safety Report) Number:  3540425-X
Report Type:  Rxpedited (15-Day)
Company Report #:  TPG2000Q01599
Age:  74 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Amyotrophic Lateral Sclerosis, Peripheral Sensory Neuropathy, Polyneuropathy
Report Source:  Foreign, Health Professional, Other
Product:  Lupron Depot
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Trenantone (Leuprorelin Acetate)
Role:  Secondary Suspect
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG (3.75 MG 1 IN 1 M)
Route of Secondary Suspect:  SUBCUTANEOUS
Dose of Secondary Suspect:  11.25 MG (11.25 MG 1 IN 3 M)

