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

Date:  05/05/04
ISR (Individual Safety Report) Number:  4355899-4
Report Type:  Expedited (15-Day)
Company Report #:  TCI2003A04508
Age:   82 YR
Gender:  Male
Outcome:  Death
Preferred Term:  Dyspnoea, Interstitial Lung Disease  
Report Source:  Foreign, Health Professional, Other
Product:  Leuplin For Injection Kit 3.75 (Leuprolide Acetate Injection)
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Takepron (Lansoprazole), Tamsulosin Hydrochloride
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG (3.75 MG, 1 IN 28 D) SUBCUTANEOUS
