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

Date:  09/28/00
ISR (Individual Safety Report) Number:  3583232-4
Report Type:  Expedited (15-Day)
Company Report #:  TCI2000Q00238
Age:  78 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Anaemia, Back Pain, Biopsy Bone Marrow, Abnormal, Bone Marrow Failure, Cardiac Failure Congestive, Dehydration, Disseminated Intravascular Coagulation, Dyspnoea, Epistaxis, Haematuria, Hyperpyrexia, Hypoproteinaemia, Nocturia, Normochromic Normocytic, Anaemia, Pancytopenia, Pleural Effusion, Pleural Infection, Pneumonia, Pneumonia Bacterial, Po2 Decreased, Sepsis, Staphylococcal Infection, Stridor
Report Source:  Health Professional
Product:  Lupron Depot
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS IN
Product:  Serrapeptase, Diclofenac Sodium, Cernilton, Oxybutynin Hydrochloride
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:  5 MON
