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

Date:  02/13/04
ISR (Individual Safety Report) Number:  4297470-9
Report Type:  Expedited (15-Day)
Company Report #:  THQ2004A00157
Age:  29 YR
Gender:  Female
Outcome:  Hospitalization – Initial or Prolonged
Preferred Term:  Intra-Uterine Death, Multiple Pregnancy, Ovarian Enlargement, Ovarian Hyperstimulation Syndrome, Pregnancy Test Urine Positive, Abdominal Distension, Arthralgia, Astenia, Caesarean Section, Confusional State, Dyspnoea, Grand Mal Convulsion, Haematocrit Decreased, Haemoglobin Decreased, Hemiplegia, Hyperventilation, Postictal State, Superior Sagittal Sinus, Thrombosis, Vomiting Projectile
Report Source:  Foreign, Literature, Health Professional, Other
Product:  Lupron (Leuprolide Acetate)
Role:  Primary Suspect
Manufacturer:  TAKEDA INDUST
Product:  Gonal-F (Follitropin Alfa)
Role:  Secondary Suspect
Product:   Utrogestan (Progesterone)
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Secondary Suspect:  75 IU
