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

Date:  03/10/05
ISR (Individual Safety Report) Number:  4607420-0
Report Type:  Expedited (15-Day)

Company Report #:  2005015249
Age:   11 YR

Gender:  Female

Outcome:  Hospitalization – Initial or Prolonged  

Preferred Term:  Hypothyroidism, Lentigo, Malignant Melanoma, Malanocytic Naevus
Report Source:  Foreign, Health Professional, Company Representative
Product:  Genotropin SUBCUTANEOUS 1 MG, 5 TIMES WEEKLY
Role:  Primary Suspect

Manufacturer:  PFIZER INC
Product:  Leuprorelin Acetate (Leuprorelin Acetate)  INTRACARDIAC 1.88 MG, MONTHLY
Role:  Secondary Suspect
