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

Date:  03/16/05
ISR (Individual Safety Report) Number:  4612392-9
Report Type:  Expedited (15-Day)

Company Report #:  TAP2005Q00395
Age:   34 YR

Gender:  Female

Outcome:  Required Intervention to Prevent Permanent Impairment/Damage  

Preferred Term:  Abdominal Pain, Anal Discomfort, Condition Aggravated, Gastrointestinal Erosion, Necrosis, Rectal Hemorrhage
Report Source:  Literature, Health Professional
Product:  Lupron Depot 3.75 Mg (Leuprolide Acetate)
Role:  Primary Suspect

Manufacturer:  TAP PHARMACEUTICALS
Product:  Iron, Ibuprofen
Role:  Concomitant
Dose of Primary Suspect:  3.75 MG
