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

Date:  01-12-06
ISR (Individual Safety Report) Number:  4882046-2
Report Type:  Expedited (15-Day)

Company Report #:  TAP2006Z00030
Age:   32 YR

Gender:  Female

Outcome:   Hospitalization – Initial or Prolonged, Required Intervention to Prevent Permanent Impairment/Damage  

Preferred Term:  Deep Vein Thrombosis, Ovarian Hyperstimulation Syndrome
Report Source:  Literature, Health Professional
Product:  Leuprorelin Acetate (Leuprolide Acetate)
Role:  Primary Suspect

Manufacturer:  TAP PHARMACEUTICALS IN
Product:  Progesterone Vaginal Suppositories, Oral Contraceptives NOS, Recombinant FSH (Serum Gonadotrophin), Pergonal (Menotrophin)
Role:  Concomitant
Dose of Primary Suspect:  0.5 MG, 1 IN 1 D; 0.25 MG

Duration of Primary Suspect:  11 DAY
