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

Date:  02/20/06
ISR (Individual Safety Report) Number:  4916413-5
Report Type:  Expedited (15-Day)

Company Report #:  US-SOLVAY-00206000533
Age:   32 YR

Gender:  Female

Outcome:  Hospitalization – Initial or Prolonged  

Preferred Term:  Abdominal Pain, Blood Sodium Decreased, Dyspnoea, Incorrect Route Of Drug Administration, Jugular Vein Thrombosis, Local Swelling, Neck Pain, Ovarian Hyperstimulation Syndrome, Platelet Count Increased, Protein S Abnormal, Subclavian Vein Thrombosis, Weight Increased
Product:  Progesterone
Role:  Primary Suspect

Manufacturer:  SOLVAY PHARMA
Product:  Pregnyl, Oral Contraceptives NOS, Leuprolide Acetate (Daily Dose: .5 milligrams, .25 milligrams – 11 days), Follitropin Alfa, Menotrophin
Role:  Secondary Suspect
