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Feedback:  

On behalf of the consortium “Common representation of Substances of Human Origin's 

(SoHO)” we endorse the roadmap proposed by the EC for the evaluation of the EU blood and 

tissues and cells legislation. 

Moreover, we reinforce the view of the EC that to define technical safety and quality 

requirements for all stages of the chain from donor to recipient (B1), and propose the 

involvement of the end users and clinicians, as a way to fully monitor the safety and efficacy 

of SoHO. 

The consortium also would like to underline the relevance of the inclusion of following issues 

in the current evaluation: 

- Avoidance of paid donation and financial gain associated with SoHO activities, based on 

the argument that economical motivation may have potential impact in the quality and safety; 

- Promotion of mutual recognition of TEs and NCAs’ activities within the different Member 

States. 

 




