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

Date:03/13/00
ISR (Individual Safety Report) Number:  3474786-7
Report Type:  Expedited (15-Day)
Company Report #:  TCI2000Q00360
Age:  85 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Blood Cholesterol Increased, Cardiac Failure, Chest Pain, Hyperlipidaemia, Oedema Peripheral, Respiratory Distress
Report Source: Health Professional
Product:  Leuprorelin Acetate
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Chlormadinone Acetate, Rebamipide, Tamsulosin Hydrochloride, Propiverine Hydrochloride, Glutathione
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG SC
Duration of Primary Suspect:  49 DAY
