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Medical devices utilizing animal tissues and their derivatives — Part 2:
Controls on sourcing, collection and handling
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Annex A (normative) Additional requirements relating to the application of this document to bovine-
sourced materials and other TSE relevant animal species 

A.1 General 
A.2 General aspects 
A.3 The likelihood of infectivity in the source animals 
A.3.1 General 
A.3.2 The BSE status of the countries or regions of origin 
A.3.2.1 General 
A.3.2.2 Negligible BSE risk 
A.3.2.3 Controlled BSE risk 
A.3.2.4 Undetermined BSE risk 
A.3.2.5 Particular circumstances 
A.3.3 Sourcing from closed herds starting material 
A.3.4 The age of the donor animals 
A.3.5 The feeding history of the donor animals 
A.4 The infectivity of the source tissue 
A.5 Measures to prevent cross-contamination 

Annex B (informative) Certification and attestation1 1 The format in the examples in this annex can be
copied. 

B.1 Example of a certificate to be issued 
B.2 Example of a health attestation to be issued by a veterinarian 
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