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

Date: 05/13/03
ISR (Individual Safety Report) Number:  4111596-1
Report Type:  Expedited (15-Day)
Company Report #:  TAP2003Q01143
Age:  1 DY
Gender:  Unknown
Outcome:  Death.  Congenital Anomaly
Preferred Term:  Hypoplastic Left Heart, Pierre Robin Syndrome, Maternal Drugs Affecting Foetus, Multiple Congenital Abnormalities, Pregnancy
Report Source:  Health Professional
Product:  Lupron Depot 3.75 Mg (Leuprolide Acetate)
Role:  Primary Suspect
Manufacturer:  TAP PHARMACETICALS IN
Route:  TRANSPLACENTAL
Dose:  TRANSPLACENTAL
