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Report Highlights:

On April 16, 2025, the Ministry of Agriculture, Forestry and Fisheries (MAFF) of the Government of
Japan opened a domestic public comment period on its revision of the safety regulations of feeds and
feed additives produced with biotechnology. The domestic public comment period closes on May 15,
2025. On April 25, 2025, MAFF also notified the World Trade Organization Committee on Sanitary and
Phytosanitary Measures (WTO-SPS).

THIS REPORT CONTAINS ASSESSMENTS OF COMMODITY AND TRADE ISSUES MADE BY USDA STAFF
AND NOT NECESSARILY STATEMENTS OF OFFICIAL U.S. GOVERNMENT POLICY
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On April 16, 2025, the Ministry of Agriculture, Forestry and Fisheries (MAFF) of the Government of
Japan (GOJ) opened a domestic public comment period on its revision of the safety regulations of feeds
and feed additives produced with biotechnology. On April 25, 2025, MAFF also notified the World
Trade Organization Committee on Sanitary and Phytosanitary Measures (WTO-SPS). The WTO-SPS
notification can be found at G/SPS/N/JPN/1334.

MAFF provided the background and rationale for proposed revision below:

e Feed and feed additives derived from recombinant DNA technology (hereinafter referred to as
“GM feeds”) requires safety confirmation by the Minister of MAFF, based on the Ministerial
Ordinance on Ingredient Standards, etc. of Feed and Feed Additives (Ordinance of the Ministry
of Agriculture, Forestry and Fisheries No. 35 of 1976; hereinafter referred to as the “Ministerial
Ordinance”) established under Article 3, Paragraph 1 of the Law Concerning Safety Assurance
and Quality Improvement of Feed (Law No. 35 of 1953). In addition, when GM feed or feed
additives are manufactured using microorganisms obtained by recombinant DNA technology
(hereinafter referred to as “GM microorganisms”), they must be manufactured by a method that
has been confirmed by the MAFF as conforming to the standards established by the Minister in
accordance with said Ordinance.

e Procedures for confirming the safety of GM feeds are based on the provisions of the Ministerial
Ordinance on Ingredient Standards for Feed and Feed Additives (MAFF Notification No. 1780 of
2002, hereinafter referred to as the “Notification of Confirmation Procedures™). In addition, the
production standards for feed and feed additives produced using GM microorganisms are
stipulated in the Notification of the MAFF (No. 1782 of 2002; hereinafter referred to as the
“Notification of Production Standards™).

e MAFF plans to partially revise the Notification of Confirmation Procedures and the Notification
of Manufacturing Standards to respond to the recent interest from the private sector to use
unutilized resources derived from various recombinant DNA technology for feed, and to
maintain consistency with domestic regulatory standards.

The provisional and unofficial translation of the proposed revision can be found at Reference 1 of this
report. The original document can be found at GOJ’s e-Gov website.

Domestic Comment Submission:
Domestic comments should be submitted in Japanese no later than 11:59 pm, May 15, 2025 (Japan
Time), via e-Gov system or mail.

THIS REPORT CONTAINS ASSESSMENTS OF COMMODITY AND TRADE ISSUES MADE BY USDA STAFF
AND NOT NECESSARILY STATEMENTS OF OFFICIAL U.S. GOVERNMENT POLICY



https://eping.wto.org/en/Search/Index?&viewData=%20G%2FSPS%2FN%2FJPN%2F1334
https://public-comment.e-gov.go.jp/pcm/detail?CLASSNAME=PCMMSTDETAIL&id=550004117&Mode=0

e ¢-Gov system: Visit e-Gov site and click [ E & A7 (Comment filing) | (blue highlighted) at
bottom right page.

e Mail: Send to following address.
1-2-1 Kasumigaseki, Chiyoda-ku, Tokyo, 100-8950, Japan.
Attn.: Genetically Engineered Feed Group
Animal Product Safety Division, Food Safety and Consumer Affairs Bureau, Ministry of
Agriculture, Forestry and Fisheries, Government of Japan
(The mail has to arrive MAFF no later than May 15, 2025.)

Comments should include,
e Name and address (in the case of a corporation or organization, name, name of representative,
and location of principal office)
e (Contact information (phone number and email address)

The information provided will be used to contact and confirm the submitted comments in case of any
unclarity. Also, depending on the content of the comments, the information may be shared with relevant
departments within the MAFF and/or other relevant ministries and agencies of GOJ.


https://public-comment.e-gov.go.jp/pcm/detail?CLASSNAME=PCMMSTDETAIL&id=550004117&Mode=0

Reference 1
(Provisional and Unofficial Translation)
(The original document can be found at the following site:
https://public-comment.e-gov.go.jp/pcm/download?seqNo=0000291564)

Procedures for Confirming the Safety of Feeds and Feed Additives Using Recombinant DNA
Technology and Partial Amendments to Manufacturing Standards
(Summary)

April 2025

Food Safety and Consumer Affairs
Bureau, Animal Product Safety
Division

1. Current System

1) Regarding the feed and feed additives from recombinant DNA technology (hereinafter referred to
as "GM Feeds"), the safety must be confirmed by the Minister of Agriculture, Forestry and
Fisheries as stipulated in the Ministerial Ordinance on the Standards for Feed and Feed Additives
(Ordinance No. 35 of 1976, hereinafter referred to as the "Ordinance"), specifically in Table 1-1-
(1)-shi and su, and Table 2-2.
Also, when manufacturing feeds or feed additives using microorganisms obtained through
recombinant DNA technology (hereinafter referred to as "GM Microorganisms"), the
manufacturing method must be confirmed by the Minister of Agriculture, Forestry and Fisheries
to comply with the standards set by the Minister, as stipulated in Table 1-1-(2)-ko and Table 2-3-
(8) of the Ordinance.

2) Regarding the procedures for confirming the safety of GM Feeds, the procedures for confirming
the safety of GM feeds are stipulated in the Notification on Procedures for Confirming the Safety
of Feeds and Feed Additives Using Recombinant DNA Technology (Notification No. 1780 of
2002, hereinafter referred to as the "Safety Confirmation Notification"). Also, the manufacturing
standards for feeds using GM microorganisms are stipulated in the Notification on
Manufacturing Standards for Feeds and Feed Additives Using Recombinant DNA Technology
(Notification No. 1782 of 2002, hereinafter referred to as the "Manufacturing Standards
Notification").

2. Reasons for Amendment
1) For feeds manufactured using GM microorganisms that do not contain the microorganisms
themselves, safety confirmation procedures and manufacturing standards are already stipulated.
However, for feeds containing GM microorganisms (hereinafter referred to as "GM
Microorganism-Containing Feeds"), there is a need to confirm product safety and manufacturing
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standards, as there have been no consultation or applications from industry so far, and the safety
confirmation procedure and manufacturing standards have not been established in Japan. Given
the potential for future consultation cases in Japan regarding the effective use of unused
resources, necessary regulations will be established to enable safety confirmation and
compliance with manufacturing standards.

2) The Food Safety Commission has revised the guidelines for the food safety risk assessment in
line with international standards and scientific weight of evidence, including the revision of
evaluation guidelines for genetically modified foods (seed plants) and additives manufactured
using genetically modified microorganisms in June 2024. In light of this, the documents attached
to the safety confirmation application forms will be reviewed to ensure consistency with
domestic and international standards.

3) The description of measures to prevent the spread of GM microorganisms in the Manufacturing
Standards Notification was established before the enforcement of the Act on the Conservation of
Biological Diversity through Regulations on the Use of Living Modified Organisms (Act No. 97
of 2003, hereinafter referred to as the "Cartagena Act"). Since similar regulations are now
stipulated in the Cartagena Act, the items aimed at preventing the spread of GM microorganisms
will be deleted from the Manufacturing Standards Notification.

4) The Agricultural Materials Council has been consulted regarding the amendment of the Safety
Confirmation Notification, and it has been deemed appropriate to proceed with the amendment.
The Food Safety Commission has also been consulted on the amendments to the Safety
Confirmation Notification and the Manufacturing Standards Notification, and it has been
determined that the Safety Confirmation Notification does not require a food health impact
assessment under Article 11, Paragraph 1, Item 1 of the Food Safety Basic Act, and that the
Manufacturing Standards Notification falls under Item 2 of the same paragraph, as the adverse
effects on human health are clear.

3. Overview of Amendments
1) Safety Confirmation Notification: The documents attached to the safety confirmation application

forms will be revised as follows:

e Define the document to be attached to the safety confirmation application forms for GM
Microorganism-Containing Feeds.

e Review the document to ensure consistency with the Food Health Impact Assessment
Guidelines (revised in June 2024) and Codex Guidelines.

e Review the document based on the latest scientific knowledge.

2) Based on Article 2 of the Manufacturing Standards Notification, the manufacturing standards
will be revised with viewpoints as follows:
e Review the manufacturing standards containing the requirements for facilities to prevent
unintended comingling of GM microorganisms into feeds or feed additives to enable to



confirm the compliance with manufacturing standards for GM Microorganism-Containing
Feeds.

e Delete the sections for preventing the spread of GM microorganisms, considering other GM
microorganism regulations.

4. Effective Date
The amendments will be effective on the date of publication.

Attachments:

No Attachments.



