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

Date:  06/03/99 & 06/18/99
ISR (Individual Safety Report) Number:  3276072-7 & 3286709-4
Report Type:  Expedited (15-Day)
Company Report #:  PE #34333
Age:  82 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Anorexia, Cardiomegaly, Drug Eruption, Fatigue, Leukocytosis, Liver Function Test Abnormal, Malaise, Oedema, Pneumonia, Pollakiuria, Pyrexia, Respiratory Failure, Staphylococcal Infection, Blood Pressure Decrease, Cardiac Arrest, Disseminated Intravascular Coagulation, Liver disorder, Melaena, Oedema Peripheral, Respiratory Distress, Thrombocytopenia
Report Source:  Health Professional
Product:  Leuprorelin Acetate
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Chlormadinone Acetate, Stronger Neo-Minophagen C Antidiarrheals, Intestinal Regulators
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG S.C.
Duration of Primary Suspect:  2 DAYS

