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

Date:  10/13/99
ISR (Individual Safety Report) Number: 3371666-2
Report Type:  Expedited (15-Day)
Company Report #:  XXXORADR35465
Age:  79 YR
Gender:  Male
Outcome:  Death.  Life-Threatening.  Hospitalization – Initial or Prolonged 
Preferred Term:  Acid Base Balance Abnormal, Acute Respiratory Distress Syndrome, Blood Lactate Dehydrogenase Increased, Blood Ph Increased, Blood Pressure Decreased, Cardiac Arrest, Cough, Dyspnoea, Lung Disorder, Pco2 Decreased, Pneumonia, P02 Decreased, Productive Cough, Thrombocytopenia, Toxicologic Test Abnormal
Report Source:  Health Profesional
Product:  Leuprorelin Acetate
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Amlodipine Besylte, Digoxin, Fluorouracil, Chlormadinone, Terazosin Hydrochloride, Cisapride
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG S.C.
Duration of Primary Suspect:  36 DAY
