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

Date:  09/01/99 & 09/03/99 & 09/20/99
ISR (Individual Safety Report) Number:  3338813-X & 3344374-1 & 3354034-9
Report Type:  Expedited (15-Day)
Company Report #:  TCI1999Q00452
Age:  74 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Cerebral Infarction, Convulsion, Haemorrhagic Stroke, Hemiplegia, Hyperlipidaemia, Hypertension, Productive Cough
Report Source:  Health Professional
Product:  Leuprorelin Acetate
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Chlormadinone Acetate, Ecabet Sodium, Pantethine, Benidipine Hydrochloride, Triazolam, Magnesium Oxide, Sodium Ozagrel
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG 1 S.C.
Duration of Primary Suspect:  44 DAY

