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

Date:  05/11/04 & 06/14/04
ISR (Individual Safety Report) Number:  4357667-6 & 4381277-8
Report Type:  Expedited (15-Day)
Company Report #:  TIF2004A00022
Age:   77 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Cerebrovascular Disorder, Bronchial Carcinoma, Bronchopneumonia, Malignant Neoplasm Progression, Metastases To Bone, Metastases To Lung, Obstructive Chronic Bronchitis With Acute Exacerbation, Prostate Cancer
Report Source:  Foreign, Study, Health Professional, Other
Product:  Leuprorelin Depot (Leuprolide Acetate)
Role:  Primary Suspect
Manufacturer:  TAKEDA PHARMACEUTICALS
Product:  Flutamide 1 IN 1 D ORAL 462 DAY
Role:  Secondary Suspect
Product: Atb Doxygexal, Jumex (Selegiline), Dilceren, Sorbimon (Isosorbide Mononitrate), Trental (Pentoxifylline), Arelvert, Enapril (Enalapril), Berodual Spray

Role:  Concomitant

Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG, 1 IN 28 D
Duration of Primary Suspect:  463 DAY

