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

Date:  03/22/06
ISR (Individual Safety Report) Number:  4950816-8
Report Type:  Expedited (15-Day)

Company Report #:  US-SANOFI-SYNTHELABO-A03200601356
Age:   32 YR

Gender:  Female

Outcome:  Hospitalization – Initial or Prolonged  

Preferred Term:  Abdominal Pain, blood Sodium Decreased, Dyspnoea, Jugular Vein Thrombosis, Ovarian Hyperstimulation Syndrome, Platelet Count Increased, Protein S Abnormal, Subclavian Vein Thrombosis
Product:  Leuprolide Acetate
Role:  Primary Suspect

Manufacturer:  SANOFI SYNTHELABO INC
Product:  Progesterone, Pregnyl, Oral Contraceptives Nos, Follitropin Alfa, Menotrophin
Role:  Secondary Suspect
Route of Primary Suspect:  UNKNOWN
Duration:  11 DAY
