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Reviewing of the Regulatory Framework for Novel
Food Ingredients

CHIAU-WEN LUO, TZU-YI WANG, PEI-YUN LEE, LAN-CHI LIN,
HUEI-WEN SHIAU AND FANG-MING LIU

Division of Food Safety, TFDA, MOHW

ABSTRACT

With rapid advancement in technology and ongoing globalization, the development and application
of novel food ingredients have become increasingly widespread. To ensure public health while
supporting innovation in the food industry, many countries have established comprehensive regulatory
frameworks for safety assessment and risk management. This study presents an in-depth comparative
analysis of the regulatory systems and review mechanisms for novel foods in the European Union, the
United States, Australia, New Zealand, Canada, Singapore and China. It also outlines Taiwan’s current
regulatory approach to both conventional and non-traditional (novel) food ingredients, detailing the
classification criteria and procedures for safety evaluation. The comparison of international regulatory
systems indicated that Taiwan’s key reviews on the safety assessment of non-traditional food ingredients
are broadly aligned with international practices, based on comprehensive data and the application
of risk assessment principles to evaluate their safety for consumption. Moreover, the study reviews
safety assessment cases of non-traditional food ingredients in Taiwan from 2021 to 2024 and identifies
key characteristics and emerging trends. The results indicate that most of cases involved plant-based
ingredients or those derived from plant sources. The second most common category consisted of
ingredients produced through fermentation using genetically modified microorganisms, with the final
products devoid of any genetically modified microorganisms and their transgenes. In addition, the review
showed that many rejected cases were primarily due to incomplete documentation, among which the most
common deficiencies were the lacking of dietary exposure assessments for the Taiwanese population or

the toxicological information.

Key words: food ingredients, novel food ingredients, non-traditional food ingredients, food safety
assessment





