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

Date:  10/26/05
ISR (Individual Safety Report) Number:  4816121-5
Report Type:  Expedited (15-Day)

Company Report #:  TAP2005Q01872
Age:   31 MON
Gender:  Female

Outcome:  Congenital Anomaly
Preferred Term:  Cerebral Palsy, Congenital Anomaly, Drug Exposure During Pregnancy, Foetal Disorder, Premature Baby, Twin Pregnancy
Report Source:  Consumer
Product:  Lupron Depot 3.75 Mg (Leuprolide Acetate) (3.75 Milligram, Injection)

Role:  Primary Suspect

Manufacturer:  TAP PHARMACEUTICALS IN
Product:  Norethindrone (Norethisterone(, Unspecified Astham Inhalers, Ortho Cyclen (Cilest)
Role:  Concomitant
Route of Primary Suspect:  TRANSPLACENTAL
Dose of Primary Suspect:  3.75 MG, 1 IN 1 M, TRANSPLACENTAL
