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

Date:  12/28/06
ISR (Individual Safety Report) Number:  5197697-8
Report Type:  Expedited (15-Day)

Company Report #:  LTI2006A00296
Age:   38 YR

Gender:  Female

Outcome:  Life Threatening  

Preferred Term:  Ascites, Dyspneoea, Ovarian Hyperstimulation Syndrome, Pleural Effusion
Report Source:  Health Professional, Other
Product:  Enantone Lp 3.75 Mg Prep Inj (Leuprolide Acetate Injection)
Role:  Primary Suspect

Manufacturer:  TAKEDA PHARMACEUTICALS
Product:  Gonal-F (Follitropin Alfa Injection) SUBCUTANEOUS 27.75 IU (22.75 IU, 1 IN 1 D) 9 DAY; Chorionic Gonadotrophin Injection 10000 IU

Role:  Secondary Suspect
Product:  Utrogestan (Progesterone)
Role:   Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  1.87 MG (1.87 MG, 1 IN 1 ONCE)
Duration of Primary Suspect:  1 DAY
