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

Date:  05/03/00
ISR (Individual Safety Report) Number:  3496825-X
Report Type:  Expedited (15-Day)
Company Report #:  TAP2000Q00851
Age:  85 YR
Gender:  Male
Outcome:  Death.  Hospitalization – Initial or Prolonged, Required Intervention to Prevent Permanent Impairment/Damage
Preferred Term:  Anorexia, Anuria, Dermatitis, Drug Eruption, Feeling Hot, Hypersensitivity, Hypersomnia, Malaise, Oedema Mouth, Pyrexia, Rash Erythematous, Rash Generalised, Rash Maculo-Papular, Renal Impairment, Stevens-Johnson Syndrome
Report Source:  Health Professional
Product:  Lupron Depot-4 Month 30 mg (Leuprolide Acetate For Depot Suspension) (Inj)
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS IN
Product:  Synthroid (Levothyroxine Sodium), Colchicine, Hytrin (Terazosin Hydroachloride), Relafen (Nabumetone)
Role:  Concomitant
Route of Primary Suspect:  INTRAMUSCULAR
Dose of Primary Suspect:  30 MG, 1 IN 4 M, IM
