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

Date:  05/02/00
ISR (Individual Safety Report) Number:  3495565-0
Report Type:  Expedited (15-Day)
Company Report #:  TCI1999Q01420
Age:  85 YR
Gender:  Male
Outcome:  Death.  Life-Threatening
Preferred Term:  Alkalosis, Blood Ph Increased, Bronchiolitis, Cardiac Failure, Cardio-Respiratory Arrest, Depressed Level of Consciousness, Dyspnoea, Fatigue, Hypoglycaemia, Hypoxia, Lung Infiltration, Pleural Effusion, Pneumonia, Po2 Decreased, Po2 Increased, Pulmonary Congestion, Pyrexia
Report Source:  Health Professional
Product:  Leuplin For Injection 3.75 (Leuprorelin)
Role:  Primary Suspect
Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Nitroglycerin (Millisrol), Ceftazidime (Modacin), Carperitide (Genetical Recombination), Minocycline Hydrochloride (Minomycin), Furosemide, Digoxin, Verapamil Hydrochloride (Vasolan), Amlodipine Beslate
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  3.75 MG (3.75 MG, 1 IN 28 D) SUBCUTANEOUS
Duration of Primary Suspect:  171 DAY
