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Guidelines on assessment of medical devices incorporating
materials of animal origin with respect to viruses
and transmissible agents

These guidelines have been carefully drafied through a process of consultation with
various interested parties during which intermediate drafis were circulated and
comments were taken up in the document. Therefore this document reflects positions
taken in particular by representatives of Competent Authorities and Commission
Services, Notified Bodies, Industry and other interested parties in the medical devices
sector.

These guidelines are legally not binding. It is recognised that under given
circumstances, for example, as a result of scientific developments, an alternative
approach may be possible or appropriate to comply with the legal requirements. This
guideline document utilizes the word “shall”; in order to claim compliance to this
guideline, these elements must be addressed.
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