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

Date:  08/31/06
ISR (Individual Safety Report) Number:  5096281-4
Report Type:  Expedited (15-Day)
Company Report #:  TAP2006Q01478
Age:   0 DY
Gender:  Male
Outcome:  Death
Preferred Term:  Cleft Palate, Cryptorchism, Drug Exposure During Pregnancy, Genitalia External Ambiguous, Heart Disease Congenital, Neonatal Multi-Organ Failure, Skull Malformation, Trisomy 13
Report Source:  Health Professional
Product:  Lurpon Depot 3.75 Mg (Leuprolide Acetate)
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS
Route:  TRANSPLACENTAL
Dose:  TRANSPLACENTAL
