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

Date:  10/13/99
ISR (Individual Safety Report) Number:  3371656-X
Report Type:  Expedited (15-Day)
Company Report #:  TAP1999Q00838
Age:  80 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Acute Respiratory Distress Syndrome, Decreased Activity, Fatigue, Injection Site Mass, Nausea, Pallor, Pneumonia, Pulmonary Fibrosis, Syncope, Vomiting
Report Source:  Consumer
Product:  Lupron Depot-3 Month 22.5 Mg (Leuprolide Acetate For Depot Suspension) (22.5 Milligram, Inj)
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS IN
Product:  OTC Multivits
Role:  Concomitant
Route of Primary Suspect:  INTRAMUSCULAR
Dose of Primary Suspect:  22.5 MG, 1 IN 3 M, IM
