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

Date:  05/11/04 & 05/14/04 & 06/14/04
ISR (Individual Safety Report) Number:  4357675-5 & 4360721-6 & 4381273-0
Report Type:  Expedited (15-Day)
Company Report #:  TIF2004A00021
Age:   83 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Bronchopneumonia, Hypertension, Myocardial Infarction, Anaemia Macrocytic, Arteriosclerosis, Atrophy, Chorea, Cough, Decubitus Ulcer, Dehydration, Dyspnoea, Glaucoma, Liver Disorder, Metastases To Bone, Neoplasm Progression, Nervous System Disorder, Prostatic Specific Antigen Increased, Pyrexia, Qadriparesis, Spinal Compression Fracture, Urosepsis
Report Source:  Foreign, Study, Health Professional, Other
Product:  Leuprorelin Depot (Leuprolide  Aceatate) (Injection For Infusion)
Role:  Primary Suspect
Manufacturer:  TAKEDA PHARMACEUTICALS
Product:  Flutamide  2 IN 1 D ORAL, 533 DAY
Role:  Secondary Suspect
Product:  Digoxin, Oxycontin (Oxycodone Hydrochloride), Tritace (Ramipril), Corvaton (Molsidomine), Ciphin (Ciprofloxacin Hydrochloride)
Role:  Concomitant
Dose of Primary Suspect: 3.75 MG, 1 IN 28 D
Duration of Primary Suspect:  533 DAY

