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

Date:  04/27/05
ISR (Individual Safety Report) Number:  4648390-9
Report Type:  Expedited (15-Day)

Company Report #:  TCI2005A00138
Age:   35 YR

Gender:  Female

Outcome:  Life-Threatening, Hospitalization – Initial or Prolonged  

Preferred Term:  Fatigue, Haemorrhage Subcutaneous, Hyperthermia, Pancytopenia
Report Source:  Health Professional
Product:  Leuplin For Injection Kit 3.75 (Leuprolide Acetate Injection)
Role:  Primary Suspect

Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Lasilix (Furosemide), Aldactone-A (Spironolactone), Fluitran (Trichlormethiazide), Nu-Lotan (Losartan Potassium), Artist (Carvediolol), Bayaspirin (Acetylsalicylic Acid), Warfarin, Aspara K (Aspartate Potassium), Mucosta (Rebamipide), Magnesium Oxide, Nolvadex (Tamoxifen Citrate)
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG (3.75 MG, 1 IN 28 D), SUBCUTANEOUS
Duration of Primary Suspect:  2 MON
