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

Date:  01/27/05
ISR (Individual Safety Report) Number:  4567376-6
Report Type:  Expedited (15-Day)

Company Report #:  THQ2004A00321
Age:   72 YR

Gender:  Male

Outcome:  Life-Threatening, Hospitalization – Initial or Prolonged
Preferred Term:  Angina Unstable, Aortic Valve Disease, Cerebrovascular Accident, Dilatation Atrial, Mitral Valve Incompetence, Myocardial Ischemia, Pulmonary Hypertension
Report Source:  Study, Health Professional
Product:  Lucrin (Leuprolide Acetate Injection)
Role:  Primary Suspect

Manufacturer:  ABBOTT LABORATORIES
Product:  Simvastatin, Acetylsalicylic Acid, Omeprazole, Metoprolol, Clopidogrel
Role:  Concomitant
Route of Primary Suspect:  INTRAVENOUS
Dose of Primary Suspect:  22.5 MG (22.5 MG, 1 IN 3 M) INTRAVENOUS
