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

Date:  12/04/06
ISR (Individual Safety Report) Number:  5170562-8
Report Type:  Expedited (15-Day)

Company Report #:  TPG2000A00791
Gender:  Female

Outcome:  Hospitalization – Initial or Prolonged, Congenital Anomaly
Preferred Term:  Congenital Foot Malformation, Drug Exposure During Pregnancy, Pregnancy
Report Source:  Health Professional
Product:  Enantone-Gyn Monatsdepot (Leuprolide Acetate) (3.75 Milligram, Injection)
Role:  Primary Suspect

Manufacturer:  TAKEDA PHARMACEUTICALS
Dose:  3.75 MG (3.75 MG, 1 IN 1 M)
Duration:  3 MON
