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

Date:  03/29/06
ISR (Individual Safety Report) Number:  4961724-0
Report Type:  Expedited (15-Day)

Company Report #:  LTI2003A00228
Age:   34YR

Gender:  Female

Outcome:  Anaemia Neonatal, Caesarean Section, Cardiac Murmur, Chorioamnionitis, Drug Exposure Before Pregnancy, Gastroesophageal Reflux Disease, Inflamation, Jaundice Neonatal, Laboratory Test Abnormal, Neonatal Respiratory distress Syndrome, Placental Disorder, Premature Baby, Premature Labor, Thrombosis, Umbilical Cord Abnormality 

Preferred Term:  Hospitalizatin – Initial or Prolonged
Report Source:  Health Professional
Product:  Enantone Lp 3.75 Mg Prep Inj (Leuprolide Acetate) (3.75 Milligram, Injection)
Role:  Primary Suspect

Manufacturer:  TAKEDA PHARMACEUTICALS
Route:  INTRAMUSCULAR
Dose:  3.75 MG (3.75 MG, 1 IN 28 D), INTRAMUSCULAR
