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

Date:  06/21/00
ISR (Individual Safety Report) Number:  3517149-8
Report Type:  Expedited (15-Day)
Company Report #:  TAP2000Q01220
Age:  41 YR
Gender:  Female
Outcome:  Death
Preferred Term:  Mitral Valve Prolapse, Sudden Death
Report Source:  Health Professional
Product:  Lupron Depot
Role:  Primary Suspect
Manufacturer:  TAP PHARMACEUTICALS IN
Product: Claritin
Role:  Concomitant
Route of Primary Suspect:  INTRAMUSCULAR
Dose of Primary Suspect:  3.75 MG, ONCE, IM
