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Commission Directive 2005/61/EC of 30 September 2005 implementing
Directive 2002/98/EC of the European Parliament and of the
Council as regards traceability requirements and notification of
serious adverse reactions and events (Text with EEA relevance)

Article 4
Record of data on traceability
Member States shall ensure that blood establishments, hospital blood banks, or facilities

retain the data set out in Annex I for at least 30 years in an appropriate and readable
storage medium in order to ensure traceability.



