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Global Regulation of Enzymes for Food Processing
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Introduction

Enzymes for Food Processing (Food enzymes) are used for various applications in the food industry, playing a crucial
role in the global food industry by enhancing product quality, improving manufacturing efficiency, and reducing costs.

Regulations governing the use of enzymes in the food industry are subject to specific legal frameworks in each country.
In the 1970s, JECFA (Joint FAO/WHO Expert Committee on Food Additives) and the FDA (Food and Drug
Administration) initiated safety studies on enzymes, which formed the foundation of current regulations. Since then,
regulations on food enzymes have evolved alongside the growth of the global food market.

The history of using food enzymes can also be viewed as the history of regulations pertaining to these enzymes.
Furthermore, regulations continue to evolve in response to technological advancements, such as strengthened safety
assessments following the introduction of genetic modification technology. The continuous evolution of regulations is
necessary to support industry development while ensuring consumer safety.

Regulations of each country/region

[United States]

Food enzymes are treated as food additives and evaluated through the GRAS (Generally Recognized As Safe) system.
There are two approaches: GRAS self-affirmation, which does not require FDA (Food and Drug Administration) review,
and GRAS-Notice, which requires FDA review. In March 2025, it was reported that the Secretary of HHS (U.S.
Department of Health and Human Services) directed the FDA to consider the possibility of establishing rules to abolish
the GRAS self-affirmation system, creating uncertainty about future regulations.

[European Union]

Food processing enzymes are classified separately from food additives as food enzymes, with EFSA (European Food
Safety Authority) evaluating their safety and the European Commission authorizing their use. The evaluation
comprehensively examines functionality, relevancy, and consumer safety. The positive list is expected to be published
between the latter half of 2027 and the first half of 2028.

[Chinal

Food enzymes must comply with GB (Guobiao Standards, Chinese National Standards). They are regulated based on
product applications and safety assessments. Regulations regarding country of origin and tariffs are also important, and
regulatory standards are being developed alongside the growth of the Chinese market.

[Brazil]

ANVISA (National Health Surveillance Agency) regulates food additives. In recent years, it has implemented strict
monitoring of genetically modified food additives, requiring transparency in enzyme production methods and
applications. Import regulations also exist in conjunction with the tariff system.

[Thailand]

Food enzymes are regulated as food additives and require approval from the Thai FDA (Thai Food and Drug
Administration).

[India]

Food enzymes are regulated by FSSAI (Food Safety and Standards Authority of India) under food additive standards.
Food additives undergo strict manufacturing process controls and quality testing. Standards for food additives differ
depending on whether they are domestically or internationally produced. In the Indian market, regulations are evolving
in response to the rapid growth of the food industry.

[Japan]

Food enzymes are regulated as food additive in Japanese jurisdiction. Novel enzymes require approval by Consumer
Affair Agency. Detailed review of the source organism, production method, and safety is required for submission.

[Other Regions]

In Asia, South America, and other regions, regulations exist that reflect the business practices and cultural backgrounds
of each area. In the global food industry, it is necessary to deeply understand and respond appropriately to these
diverse regulations.



Activities and strategies in global markets

Global regulations for food enzymes provide a framework that ensures food safety while promoting industrial
innovation. Understanding and appropriately addressing differences in national regulations is of strategic importance for
companies. In many countries, approval is required before launching new food enzymes in the market. There are various
points to consider, such as appropriate labeling, use of genetic modification technology, and environmental impact
assessments. It is essential to implement approaches that are directly linked to business and development strategies.
National enzyme industry associations (AMFEP, ETA, JEA, etc.) have also played important roles in shaping regulations.
The establishment of the IECG (International Enzyme Coordination Group) marks a significant milestone, and it is
expected to enable harmonized approaches among countries toward the further evolution of global regulations for
food enzymes.

Conclusion

As global regulations for food enzymes differ from country to country and region to region, it is necessary to constantly
monitor the latest information and establish systems to adapt accordingly. To do this effectively, | believe it is important
to adopt an approach that understands not only the regulations but also the culture, history, and overall context of
each country. We are confident that food enzymes will continue to support the global food industry. We strive to
contribute to the evolution of global regulations for food processing enzymes.
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