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

Date:  12/10/03
ISR (Individual Safety Report) Number:  4250804-3
Report Type:  Expedited (15-Day)
Company Report #:  TAP2003Q02858
Age:   34 YR
Gender:  Female
Outcome:  Required Intervention to Prevent Permanent Impairement/Damage
Preferred Term:  Abortion Induced, Blighted Ovum, Caesarean Section, Complications Of Maternal Exposure To Therapeutic Drugs, Maternal Drugs Affecting Foetus, Premature Baby, Premature Separation Of Placenta, Twin Pregnancy
Report Source:  Literature, Health Professional
Product:  Lupron Injection (Leuprolide Acetate)
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS IN
Product:  Progesterone
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  1 MG, 1 IN 1 D;  0.5 MG, 1 IN 1 D
