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

Date:  12/04/97
ISR (Individual Safety Report) Number:  3004262-9
Report Type:  Expedited (15-Day)
Company Report #:  PE 25510
Age:  65 YR

Gender:  Male
Outcome:  Death
Preferred Term:  Anaemia, Bone Denisity Decreased, Cough, Dyspnoea, Haematocrit Decreased, Haemoglobin Decreased, Keratoconus, Lymphangiosis, Carcinomatosa Metastases To Bone, Nasal Congestion, Pneumonia, Productive Cough, Pyrexia, Red Blood Cell Count Decreased, Respiratory Failure
Report Source:  Health Professional
Product:  Leuprorelin Acetate
Role: Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INSUST

Product:  Flutamide, Morphine Sulphaste, Chlormadinone Acetate

Role:  Concomitant

Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect: 3.75 mg
Duration of Primary Suspect: 2 DAY
