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

Date:  06/20/05
ISR (Individual Safety Report) Number:  4698020-5
Report Type:  Expedited (15-Day)

Company Report #:  THQ2005A00479
Age:   73 YR

Gender:  Male

Outcome:  Hospitalization – Initial or Prolonged
Preferred Term:  Aortic Arteriosclerosis, Back Pain,  Diastolic Dysfunction, Dilatation Atrial, Dyspnoea, Glycosylated Haemoglobin Increased, Intervertebral Disc Degeneration, Mitral Valve Stenosis, Ventricular Hypertrophy
Report Source:  Foreign, Study, Health Professional
Product:  Lucrin Injection (Leuprolide Acetate Injection)
Role:  Primary Suspect

Manufacturer:  ABBOTT LABORATORIES
Product:  Coloxyl With Senna, Simvastatin, Metformin, Gliclazide, Ramipril, Isosorbide Mononitrate, Aspirin/Dipyridamole (Asasantin)
Role:  Concomitant
Route of Primary Suspect:  INTRAMUSCULAR
Dose of Primary Suspect:  22.5 MG (22.5 MG 1 IN 3 M)
Duration of Primary Suspect:  85 DAY
