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Substances like enzymes, amino acids, and vitamins are being produced for food and feed uses using modern biotechnology. 
The authorisation of genetically modified microorganisms derived products in the European Union market falls under 

several legislative instruments, in which specific requirements for the risk assessment are laid down. One of the main objectives 
of European Food Safety Authority (EFSA) is to guarantee the safety of these biotechnological products through the evaluation 
of their composition, potential toxicity and allergenicity, efficacy, nutritional value and environmental impact. To accomplish 
this task EFSA issues science based guidance documents for data requirement. They are regularly updated to address progress 
in science, new technologies and new products.  The specific data requirements for the risk assessment of recombinant food 
enzymes will be presented with focus on the relevant genetically modified microorganism’s specifications: Reliable taxonomic 
identification of the microbial strain; absence of potential virulence, production of toxigenic, and/or allergenic metabolites; 
detailed genetic modification description; and and possible presence of antibiotic resistance genes concerns. 
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