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

Date: 08/04/00
ISR (Individual Safety Report) Number:  3542860-2
Report Type:  Expedited (15-Day)
Company Report #:  TAP2000Q01116
Age:  79 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Asthenia, Cerebrovascular Accident, Confusional State, Delusion, Nausea, Paranoia
Report Source:  Consumer, Health Professional
Product:  Lupron Depot
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS IN
Product:  Digoxin, Lopressor (Metoprolol Tartrate), Glyburide (Glibenclamide), Coumadin (Warfarin Sodium)
Role:  Concomitant
Route of Primary Suspect:  INTRAMUSCULAR
Dose of Primary Suspect:  7.5 mg, 1 IN 1 M, IM
