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

Date:  01/10/06
ISR (Individual Safety Report) Number:  4878535-7
Report Type:  Expedited (15-Day)

Company Report #:  TAP2006Q00002
Age:   23 YR

Gender:  Female

Outcome:  Hospitalization – Initial or Prolonged, Required Intervention to Prevent Permanent Impairment/Damage  

Preferred Term:  Blood Homocysteine Increased, Facial palsy, Hemiparesis, Hemiplegia, Hypoaesthesia, Paraesthesia, Pituitary Tumour Benign
Report Source:  Consumer, Health Professional
Product:  Lupron Depot-3 Month 11.25 Mg (Leuprolide Acetate)
Role:  Primary Suspect

Manufacturer:  TAP PHARMAECUTICALS IN
Product: Remicade (Infliximab), Plaqueil (Hydroxychloroquine Phosphate), Methotrexate, Folic Acid  

Role:  Concomitant
Route of Primary Suspect:  INTRAMUSCULAR
Dose of Primary Suspect:  11.25 MG ONCE INTRAMUSCULAR
