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

Date:  03/07/02
ISR (Individual Safety Report) Number:  3880651-3
Report Type:  Expedited (15-Day)
Company Report #:  LTI2001A00029
Age:   81 YR
Gender:  Male
Outcome:  Death.  Life-Threatening
Preferred Term:  Haematuria, Renal Cortical Necrosis, Renal Failure, Renal Failure Acute
Report Source:  Health Professional, Other
Product:  Enantone Lp 3.75 Mg Prep Inj (Leuprolide Acetate) (3.75 Milligram, Injection)
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMCIAL INDUST
Product:  Exacyl (Tranexamic Acid), Exelon (Rivastigmine Tartrate), Gutron (Middodirne Hydrochloride)
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG (3.75 MG, 1 IN 28 D)
Duration of Primary Suspect:  1 DAY
