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Abstract: [Objective] Novel foods are an important direction globally for ensuring food safety and achieving the
sustainable development of the food system. The paper aims to study the trends and characteristics of the European
Union (EU) novel food regulatory system, so as to help enterprises cope with the high access thresholds. [Methods]
A systematic analysis was conducted on the EU novel food approval and allergen risk assessment from 2018 to 2025.
Combined with public data from the European Commission and the European Food Safety Authority, the approval rules,
assessment characteristics, and existing problems were sorted out. [Results] During this period, the EU approved a total
of 156 novel food applications, with new authorizations accounting for 52.6%, revisions accounting for 39.1%, and third-

country traditional foods accounting for only 8.3%. The new authorization categories are mainly those with modified
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molecular structures, microorganisms/fungi/algae, and the proportion of emerging categories such as edible insects and

cell-cultured foods has increased. Among all submitted applications, new authorizations and revisions account for 92.3%,

while applications for third-country traditional foods account for only 7.7%. 91.46% of the newly approved products have

protein quantitative data in their allergenicity assessment, while the application rates of bioinformatics and immunological

tests are low, at 21.95% and 9.76% respectively. 39.02% of the newly approved products have potential allergic risks, and

60.98% have low or no risks. [Conclusion] The EU novel food approval encourages innovation, and has increasingly strict

risk control, with the approval quantity fluctuating and rising, and it has always maintained strict access requirements for

third-country traditional foods. Allergen assessment still relies on traditional methods such as protein quantification and

literature review, and the application of bioinformatics and immunological tests is limited.
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