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

Date:  04/14/05
ISR (Individual Safety Report) Number:  4635674-3
Report Type:  Expedited (15-Day)

Company Report #:  kTACI2004A04758
Age:   71 YR

Gender:  Male

Outcome:  Hospitalization – Initial or Prolonged
Preferred Term:  Anorexia, Carcinoembryonic Antigen Increased, Gastric Ulcer, General Physical Condition Abnormal, Hepatic Atrophy, Hepatic Failure, Hepatic Neoplasm, Hepatic Steatosis, Hot Flush, Liver Disorder, Malaise, Nodule, Oedema Peripheral, Polyp
Report Source:  Foreign, Health Professional
Product:  Leuplin Sr For Injection Kit 11.25 (Leuprolide Acetate Injection)
Role:  Primary Suspect

Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Leuplin For Injection Kit 3.75 (Leuprolide Acetate) SUBCUTANEOUS 3.75 Mg (3.75 MG, 1 IN 28 D) 6 MON;  Takepron (Lansoprazole) ORAL 80 DAY; Clarith (Clarithromycin), Pasetocin (Amoxicillin), Gastrom (Ecabet Monosodium)  

Role:  Secondary Suspect
Product:  Troxipide, Famotidine, Oxetacaine, Kolantyl
Role:   Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  11.25 MG (11.25 MG, 1 IN 12 WK) SUBCUTANEOUS
Duration of Primary Suspect:  3 MON
