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

Date:  11/06/00
ISR (Individual Safety Report) Number:  3608124-3
Report Type:  Expedited (15-Day)
Company Report #:  THQ2000Q01920
Age:  81 YR
Gender:  Male
Outcome:  Death.  Life-Threatening
Preferred Term:  Anaemia Haemolytic, Autoimmune Anaemia Megoblastic, Anxiety, Bradycardia, Cardiac Arrest, Condition Aggravated, Dizziness, Dyspnoea, Dyspnoea Exertional, Fatigue, Jaundice, Malaise, Oxygen Saturation Decreased, Palpitatons, Pulmonary Infarction, Renal Failure Acute, Stridor, Tachycardia
Report Source:  Health Professional
Product:  Lupron Depot
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS
Product:  Prednisone, Famotidine, Magnesium Oxide, Bisoprolol Fumarate, Pranoprofen
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG (3.75 MG, 1 IN 28 D) SUBCUTANEOUS
Duration of Primary Suspect:  225 DAY
