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

Date:  01-09-04
ISR (Individual Safety Report) Number:  4268098-1
Report Type:  Direct
Company Report #:  CTU 209631
Age:   52 YR

Gender:  Female

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

Preferred Term:  Amnesia, Anxiety, Confusional State, Depression, Mood Altered, Vomiting
Report Source:  

Product:  Lupron Depot
Role:  Primary Suspect

Manufacturer:  TAKEDA CHEMICAL INDUST
Route: INTRAMUSCULAR
Dose: 3.5 mg [sic]
Duration:  2nd INJECT INTRAMUSCULAR
