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

Date:  12/08/06
ISR (Individual Safety Report) Number:  5179052-X
Report Type:  Expedited (15-Day)

Company Report #:  TPG2005A00010
Age:   32 YR

Gender:  Female

Outcome:  Life-Threatening, Hospitalization – Initial or Prolonged  

Preferred Term:  Arthralgia, Bedridden, Cardiovascular Disorder, Cerebellar ataxia, Chronic Fatigue Syndrome, Collagen Disorder, Diabetes Insipidus, Diarrhoea, Disturbance In Attention, Dysarthria, Hot Flush, Hypopituitarism, Infection, Insomnia, Iron Deficiency, Photsensitivity Reaction, Systemic Lupus erythematosus, Vasculitis, Weight Decreased
Report Source:  Health Professional
Product:  Enantone-Gyn Monatsdepot (Leuprolide Acetate) (3.75 Milligram, Injection)
Role:  Primary Suspect

Manufacturer:  TAKEDA CHEMICAL INDUST
Route:  SUBCUTANEOUS
Dose:  3.75 MG (3.75 MG, 1 IN 1 M)
Duration:  4 MON
