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e Mandatory

e Serious:
« Medical intervention outside the blood center
« Hospitalization of the donor
o Death of the donor

e Imputability: same scale as the EU Directive for
serious adverse reactions in recipients
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e Mandatory

e Serious = decision-making algorithm:
« Distinction between haemovigilance and quality system
o Potential gravity
e Frequency of the event

e Imputability: not relevant
e Annual report
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