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

Date:  01/05/06
ISR (Individual Safety Report) Number:  4875735-7
Report Type:  Expedited (15-Day)

Company Report #:  THQ2005A01109
Gender:  Female

Outcome:  Congenital Anomaly

Preferred Term:  Drug Exposure Before Pregnancy, Trisomy 21, Twin Pregnancy
Report Source:  Health Professional
Product:  Daronda (Leuprolide Acetate Injection)
Role:  Primary Suspect

Manufacturer:  TAKEDA GLOBAL RESEARCH
Product:  Follitropin Beta
Role:  Concomitant
Route of Primary Suspect:  TRANSPLACENTAL
Dose of Primary Suspect:  0.2 ML (0.2 ML, 1 IN 1 D), TRANSPLACENTAL  
