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

Date:  07/23/04
ISR (Individual Safety Report) Number:  4409792-9
Report Type:  Expedited (15-Day)
Company Report #:  TAP2004Q00906
Age:   77 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged
Preferred Term:  Acute Respiratory Distress Syndrome, Nausea, Vomiting
Report Source:  Health Professional
Product:  Lupron Depot-4 Month 30 Mg (Leuprolide Acetate)
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS IN
Product:  Coumadin (Warfarin Sodium), Flomax (Tamsulosin Hydrochloride), Zestril (Lisinopril), Lescol (Fluvastatin Sodium), Glucophage (Metformin Hydrochloride), Glyburide (Glibenclamide), Temazepam, Lortab (Vicodin), Avandia (Rosiglitazone Maleate)
Role:  Concomitant
Route of Primary Suspect:  INTRAMUSCULAR
Dose of Primary Suspect:  30 MG 
Duration of Primary Suspect:   ONCE
