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

Date:  12/09/98
ISR (Individual Safety Report) Number:  3168413-6
Report Type:  Expedited (15-Day)
Company Report #:  PE #30924
Age:  45 YR
Gender:  Female
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Blood Lactate Dehydrogenase Increased, Dyspnoea, Dyspnoea Exertional, Metastases To Bone, Metastases To Lymph Nodes, Pneumonia, Polyneuropathy In Malignant Disease, Upper Respiratory Tract Infection
Report Source:  Health Professional
Product:  Leuprorelin Acetate
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Medroxyprogesterone Acetate, Cyclophosphamide, Epirubicin Hydrochloride, Fluorouracil
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG
