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

Date:  02/12/03 & 04/03/03
ISR (Individual Safety Report) Number:  4056779-4 & 4089237-1
Report Type:  Expedited (15-Day)
Company Report #:  TCI2003A00383
Age:   68 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Cor Pulmonale, Haemoglobin Decreased, Insterstitial Lung Disease, Pain, Platelet Count Decreased, Pleural Effusion, Respiratory Arrest, Atelectasis, Blood Calcium Decreased, Blood Chloride Decreased, Blood Chloride Increased, Blood Potassium Decreased, Blood Sodium Decreased, Blood Sodium Increased, Bronchiectasis, Condition Aggravated, Haematocrit Decreased, Haemoglobin Decreased, Haemothorax, Lymphangiosis, Carcinomatosa, Metastases To Lung, Osteolysis, Osteosclerosis, Osteosis, Rib Fracture, Right Ventriclar Failure
Report Source:  Foreign, Health Professional
Product:  Leuplin For Injection Kit 3.75 (Leuprolide Acetate) (Injection)
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Nilvadipine, Flutamide, Estramustine Phosphate Sodium, Dexamethasone, Famotidine, Teprenone, Morphine Sulfate, Morphine Hydrochloride Injection
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG (3.75 MG, 1 IN 28 D) SUBCUTANEOUS 19 ONCE
