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1) Life-threatening in this context refers to a reaction in which the patient was at risk of death at the time of the reaction; 
it does not refer to a reaction that hypothetically might have caused death if more severe.   

2) Medical and scientific judgement should be exercised in deciding whether other situations should be considered as 
serious reactions, such as important medical events that might not be immediately life-threatening or result in death or 
hospitalisation but might jeopardise the patient or might require an intervention to prevent one of the other outcomes 
listed above. Such important medical events should be considered as serious.  
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