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

Date:  08/03/01
ISR (Individual Safety Report) Number:  3771295-2
Report Type:  Expedited (15-Day)
Company Report #:  LTI2001A00046
Age:   74 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Back Pain, Chills, Cough, Dyspnoea, Pneumonia
Report Source:  Health Professional, Other
Product:  Lupron Depot-3
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS IN
Product:  Estracyt (Estramustine Phosphate Sodium), Stablon (Tianeptine), Zoltum (Omeprazole),Sophidone Lp
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  11.25 MG (11.25 MG, 1 IN 3 M) SUBCUTANEOUS
Duration of Primary Suspect:  DAYS
