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

Date:  11/21/06

ISR (Individual Safety Report) Number:  5160462-1

Report Type:  Expedited (15-Day)

Company Report #:  TAP2006Q01875

Age:   46 YR

Gender:  Female

Outcome:  Hospitalization – Initial or Prolonged, Disability, Required Intervention to Prevent permanent Impairment/Damage  

Preferred Term:  Fall, Intervertebral Disc Degeneration, Osteoporosis, Spinal Column Stenosis, Thoracic Vertebral Fracture

Report Source:  Consumer

Product:  Lupron Depot 3.75 Mg (Leuprolide Acetate)

Role:  Primary Suspect

Manufacturer:  TAP PHARMACEUTICALS IN

Product:  Moduretik (Moduretic)

Role:  Concomitant

Route of Primary Suspect:  INTRAMUSCULAR

Dose of Primary Suspect:  3.75 MG, 1 IN 1 M, INTRAMUSCULAR

