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

Date:  01-16-04
ISR (Individual Safety Report) Number:  4275368-X
Report Type:  Expedited (15-Day)

Company Report #:  TAP2004Q00035
Age:   31 YR

Gender:  Female

Outcome: Required Intervention to Prevent Permanent Impairment/Damage 

Preferred Term:  Amnesia, Angina Pectoris, Arthralgia, Bone Pain, Caesarean Section, Chills, Complications of Maternal Exposure to Therapeutic Drugs, Contusion, Convulsion, Dizziness, Fibromyalgia, Heart Rate Increased, Hypertension, Loss of Consciousness, Migraine, Multiple Chemical Sensitivity, Muscle Atrophy, Muscular Weakness, Pain, Paresthesia, Rash, Transient Ischaemic Attack, Tremor, Weight Decreased.
Report Source:  Consumer
Product:  Lupron Depot 3.75 Mg (Leuprolide Acetate)
Role:  Primary Suspect

Manufacturer:  TAP PHARMACEUTICALS IN
Route: INTRAMUSCULAR
Dose:  3.75 MG 
Duration:  ONCE, INTRAMUSCULAR
