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

Date:  06/17/02
ISR (Individual Safety Report) Number:  3935722-X
Report Type:  Expedited (15-Day)
Company Report #:  TAP2002Q01261
Age:  12 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged.
Preferred Term:  Intraventricular Haemorrhage
Report Source:  Health Professional
Product:  Lupron Depot-Ped (Leuprolide Acetate)
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS IN
Route:  INTRAMUSCULAR
Dose:  7.5 MG, 1 IN 1 M, INTRAMUSCULAR
