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

Date:  08/15/06
ISR (Individual Safety Report) Number:  5084470-4
Report Type:  Expedited (15-Day)

Company Report #:  TAP2006Q01196
Age:   39 
Gender:  Female

Outcome:  Hospitalization – Initial or Prolonged
Preferred Term:  Abortion Spontenous, Anaemia, Drug Exposure During Pregnancy, Ectopic Pregnancy, Hot Flush, Hypotension, Nausea, Night Sweats, Poor Quality  Sleep, Pregnancy, Weight Increased
Report Source:  Consumer
Product:  Lupron Depot-3 Month 11.25 Mg (Leuprolide Acetate)
Role:  Primary Suspect

Manufacturer:  TAP PHARMACEUTICALS
Product:  Prenatal Vtamins
Role:  Concomitant
Route of Primary Suspect:  INTRAMUSCULAR
Dose of Primary Suspect:  11.25 MG
Duration of Primary Suspect:  ONCE
