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Background

This Handbook for the Procedure is compiled for the applicant. The handbook is based
principally on the Attachment to the “Procedure for Preparing Application Documents for
Designation of Food Additives and Revision of Use Standards for Food Additives” (issued
by MHLW on September 9, 2014; hereafter, the “2014 Procedure”).

However, the four guidelines stipulated for food additives by the Food Safety
Commission of Japan (FSCJ) were revised in September 2021
(hereafter, the “FSCJ Guidelines”).

Therefore, some parts of this Handbook for the Procedure (particularly, “III. Safety,” “IV.
Daily intake”) provide explanations in accordance with the 2021 Guidelines.

Furthermore, the CAA's (then MHLW'’s) “Guidelines for the Designation of Food
Additives and Revision of Use Standards for Food Additives” (hereafter, the “2022
Guidelines”) were revised in September 2022.

If the handling differs between the 2014 Procedure and the 2022 Guidelines, the content
of the 2022 Guidelines takes precedence. Therefore, some parts of this Handbook for the
Procedure provide explanations in accordance with the 2022 Guidelines.



Terms [1/3]

The following abbreviations are used in this Handbook for the Procedure.

General terms

Additives:
CAA:
FADCC:
FAQ:
FSCJ:

FSSC:
JECFA:

JSFA:
MHLW:
PAFSC:
WHO:

Food additives
Consumer Affairs Agency

Food Additive Designation Consultation Center

Food and Agriculture Organization of the United Nations
Food Safety Commission of Japan

Food Safety Standards Council

Joint FAO-WHO Expert Committee on Food Additives
Japan’s Specifications and Standards for Food Additives
Ministry of Health, Labour and Welfare

Pharmaceutical Affairs and Food Sanitation Council
World Health Organization
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Terms [2/3]

The following abbreviations are used in this Handbook for the Procedure.

Terms related to Guidelines and the Procedure

2022 Guidelines:

2014 Procedure:

Template:

FSCJ Guidelines:

Ministry of Health, Labour and Welfare of Japan, Sei-shoku-hatsu 0929
No. 3 “Guidelines for the Designation of Food Additives and Revision of
Standards for Use of Food Additives” (September 29, 2022)

Ministry of Health, Labour and Welfare of Japan, Shoku-an-ki-hatsu 0909
No. 2, Attachment to the “Procedure for Preparing Application
Documents for Designation of Food Additives and Revision of Use
Standards for Food Additives”

(September 9, 2014)

A prototype published by FADCC for preparing an Overview document,
based on Appendix 3 of the 2014 Procedure

Four guidelines stipulated by FSCJ (revised in September 2021), namely:
“Guidelines for the Risk Assessment of Food Additives,” “Guidelines for
the Risk Assessment of Food Additives for Fortification,” “Guidelines for
the Risk Assessment of Additives (Enzymes) in Foods,” and “Guidelines
for the Assessment of Flavoring Substances in Foods on Health”

Note: See page 7 for how to use any of the four FSCJ Guidelines.
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https://www.nihs.go.jp/dfa/FADCC/dfa_e_fadccsite/e_img/e_guideline_MHLW.pdf
https://www.nihs.go.jp/dfa/FADCC/dfa_e_fadccsite/e_img/e%E9%A3%9F%E5%93%81%E6%B7%BB%E5%8A%A0%E7%89%A9%E3%81%AE%E6%8C%87%E5%AE%9A%E5%8F%8A%E3%81%B3%E4%BD%BF%E7%94%A8%E5%9F%BA%E6%BA%96%E6%94%B9%E6%AD%A3%E8%A6%81%E8%AB%8B%E8%B3%87%E6%96%99%E4%BD%9C%E6%88%90%E3%81%AB%E9%96%A2%E3%81%99%E3%82%8B%E6%89%8B%E5%BC%95.pdf

Terms [3/3]

The following terms are used in this Handbook for the Procedure as types of additives:

Food additives in
general:

Processing aids:

Additives for
breast-milk-
substitute foods:

Flavoring substances:

Enzymes:

Food additives for
fortification:

In the Handbook for the Procedure, “food additives in general”
refers to additives other than nutritional-component-related
additives, enzymes, and flavoring substances.

“Processing aids” refers to additives covered by the contents of
“Chapter 3 Approach to the risk assessment of processing aids” in
the Guidelines for the Risk Assessment of Food Additives.

“Breast milk substitutes” refers to additives used in breast-milk-
substitute foods for infants up to 4 months old and covered by the
special regulations established in the Guidelines for the Risk
Assessment of Food Additives.

Additives used for the purpose of imparting aromas to food

Enzymes used as additives

“Food additives” used for the purpose of improving nutritional
status, such as vitamins and minerals. Vitamins and minerals refer
to the substances determined in “Dietary Reference Intakes for
Japanese (2025)“ including the related substances (mineral
compounds consisting of different base moiety, vitamin derivatives,
and metabolites of the target substance).

If you think that the requested product is a processing aid or an additive for breast-milk-substitute foods,
please see “About Processing Aids and Additives for breast-milk-substitute foods (in Japanese)” at first.

6
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How to use the Handbook for Procedure I-IV (in Japanese)

When using Handbook for Procedure I-1V, the following four types of
additives should be taken into consideration in making your selection.
-Food additives in general (including processing aids and additives for

breastmilk substitutes)
-Flavoring Substances
-Enzymes

-Food Additives for Fortification

In addition, please refer to the Handbook for Procedure III. Safety, IV.
Daily Intake, please refer to the relevant FSCJ guideline.

Additives

Referenced FSCJ Guidelines

Food additives in general
(including processing aids and additives
for breast-milk-substitute foods)

Guidelines for the Risk Assessment of
Food Additives

Flavoring substances

Guidelines for the Assessment of
Flavoring Substances in Foods on Health

Enzymes

Guidelines for the Risk Assessment of
Additives (Enzymes) in Foods

Food additives for fortification

Guidelines for the Risk Assessment of
Food Additives for Fortification

Handbook for the Procedure: General notes
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https://www.fsc.go.jp/english/what_we_do.data/For_HP_revised2024_guidelines_food_additives.pdf
https://www.fsc.go.jp/english/what_we_do.data/For_HP_revised2024_guidelines_food_additives.pdf
https://www.fsc.go.jp/english/what_we_do.data/guidelines_for_flavoring_revised_2021.pdf
https://www.fsc.go.jp/english/what_we_do.data/guidelines_for_flavoring_revised_2021.pdf
https://www.fsc.go.jp/english/what_we_do.data/guidelines_for_enzymes_revised_2021.pdf
https://www.fsc.go.jp/english/what_we_do.data/guidelines_for_enzymes_revised_2021.pdf
https://www.fsc.go.jp/english/what_we_do.data/guidelines_for_fortification_revised_2021.pdf
https://www.fsc.go.jp/english/what_we_do.data/guidelines_for_fortification_revised_2021.pdf

Chapter 1-1. Flow for designating food additives and
revising specifications or standards

(a) Preparation of application documents to request the food additive designation
and revision of specifications or standards

@ FADCC will support applicants by providing advice on preparing application documents and
other procedures.

(b) Submission of application documents to CAA

After confirming the contents of the documents, CAA will ask FSCJ to conduct a food risk
@ assessment. It may take some time for the FSCJ to confirm the contents of the documents
and to begin deliberations.

(c) Deliberations by FSCJ

! | After a food risk assessment is conducted, CAA is notified of the results.

(d) Procedures for food additive designation and revision of specifications or
standards by CAA

On the basis of the assessment performed by FSCJ, FSSC will discuss whether or not the said
additive is to be designated.

On the basis of the deliberation results, procedures for food additive designation and revision of
specifications or standards are performed and the substance then becomes available for use as
a food additive.



Chapter 1-2. Food additive designation system

The following regulations apply to the use of additives in food:

(a) Additives that are not designated as food additives by the Prime Minister
must not be used in foods in Japan.

Note: Additives on the List of Existing Food Additives (published by MHLW in
1996), natural flavoring substances, and Ordinary foods used as food
additives are exceptions.

(b) Even if a substance is already designated as a food additive, its use is
prohibited if it does not meet the specifications, and it may not be used
in a way that does not meet the usage standards.

(Article 13 (2) of Food Sanitation Act)

In the following cases, you must apply to the Prime Minister:
- If you want to use substances that are not designated as food additives.
---> Proceed to apply for a new designation.

- If you want to revise existing specifications or standards
---> Proceed to apply for the revision of specifications or standards.


https://www.japaneselawtranslation.go.jp/ja/laws/view/3687
https://www.japaneselawtranslation.go.jp/ja/laws/view/3687

Chapter 1-3. Application for designating food additives and
revising specifications or standards

Application procedure and application documents

1. An application form should be submitted to the Prime Minister along
with the required attached documents.
A set of an application form and attached documents is called the
“application documents”.

2. Application documents should be prepared by applicant.

Applicants are not limited to corporations that manufacture food
additives.

Anybody who, on their own, can collect, examine, and summarize
the documents regarding the appropriateness of using the relevant
food additives, the safety and effectiveness of the use, and the setting
of the specifications is eligible to make an application.



Chapter 2-1. What are the application documents?

These are the contents of the application documents in accordance with the 2022 Guidelines.
“3. Overview document” has almost the same content as that of the 2014 Procedure.

Application form ] . Write in Japanese. |
N [ R —
1. Draft specifications
i) ‘ J
= e ——— .
( A . The core of the application !
:EJ 2. Draft standards for use ' documents |
S | |__and comparison table ) , Write in Japanese. | i
©
o 4 ] R
jo 3. Overview document
% L ) References and other documents
E (including test data, etc.) that
4. References Write in Japanese or English.
J

Japanese translation of the
relevant part if the document is
written in a foreign language
other than English.

( } serve as the basis for 1 to 3.

Make sure you attach the |
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Chapter 2-2. What is an application form?

An application form is a document that conveys your wishes for designation of food
additives or revision of specifications to the Prime Minister.

The form shall be written in Japanese. The attached form describes the contents of the
form in English. (See Appendices 1 and 2 of the 2022 Guidelines.)

Sample (for new designation)

Date
The Prime Minister,

Name: Representative Director of xxx, yyy Co., Ltd.
Address: xxx, yyy City, zzz Prefecture

We apply for designation of the following substance as a food additive that has no risk of harm to
human health, according to the provisions of Article 12 of the Food Sanitation Act.

Product name

12
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Chapter 2-3. What are attached documents? [1/7]

The contents of the attached documents required by the 2022 Guidelines for the application
are almost identical to those in the 2014 Procedure. Therefore, the explanation in this
handbook basically follows that in the 2014 Procedure.

However, note that, depending on the type of food additive (food additive in general,
nutritional-component-related additive, enzyme, flavoring substance), the necessary
description items (e.g., physicochemical characteristics, safety tests) may change.
Therefore, this handbook provides explanations according to the FSCJ Guidelines.

Explanations will be given for the same application procedures in the following files
- I. Outline of food additives

I1. Effectiveness

II1. Safety

IV. Daily intake

V. Cited references



Chapter 2-3. What are attached documents? [2/7/]

Attached documents are materials that provide an overview of the food additive for which designation
is requested, as well as the basis for its effectiveness and safety. They serve as material for
deliberations by FSCJ], the FSSC, and other organizations.

The following is the structure of the attached documents in accordance with the 2022 Guidelines.

1. Draft specifications

2. Draft standards for
use and comparison
table

3. Overview document

4. References

To be created when applying for the designation of new food
additives and revising the existing specifications.

They are a rewrite of the draft specifications in the Overview
document in the form of D MONOGRAPHS in the JSFA.

To be created when applying for the designation of new food
additives and revising the existing use standards.

They are a rewrite of the draft standards for use in the Overview
document in the prescribed form.

Contents are almost the same as in the Overview document of the
2014 Handbook. It consists of items 4 to 11 in the Table on the next
slide.

Documents that support the claims stated in the Overview document
should be attached.

Handbook for the Procedure: General notes
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Chapter 2-3. What are attached documents? [3/7]

Documents to be attached to the application form for designation of food additives or revision of

specifications and standards

Type of document(s) Designation Revision of Specifications
standards revision
for use
1. Draft specifications O - O
2. Draft standards for use and comparison table O @, -
3. Overview documents O O O
4. Document(s) regarding the name and purpose of uses O @, A
5. Document(s) regarding the origin or details of O VAN A
development
6. Document(s) regarding the conditions of use overseas O O AN
7. Document(s) regarding safety evaluations by O A A
international organizations
8. Document(s) regarding physicochemical properties O AN O
and specifications
9. Documents regarding the draft standards for use O O -
10. Documents on effectiveness
(1) Effectiveness as a food additive and comparisons of O @, A
effects with those of other food additives of the same
category.
(2) Stability in food @) AN VAN
(3) Effects of the food additive on main nutrients in foods O AN AN
X % X

11. Documents for the risk assessment

O: Documents that should be attached; A: Documents that should be attached when there is available knowledge or new

knowledge, -: Documents that do not normally need to be attached.
Note: Refer to the FSCJ Guidelines.




Chapter 2-3. What are attached documents? [4/7]

The contents of the attached document "1. Draft specifications" are the same as those of the Draft
specifications in "3. Overview document." However, The contents of the Overview document are
written in table form, whereas those in the attached document are written in the form of the relevant
Article in the JSFA. The document shall be written in Japanese. The attached form describes the
contents in English.

Sample of Draft Sodium chlorite
specifications

NaClO, Molecular weight: 90.44
Sodium chlorite [7758-19-2]

Content: This product contains not less than 70.0% of sodium chlorite (NaCIO,)
Properties: This product is a white powder with no odor or a slight odor.

Confirmation test 1
W
Reagents, solutions: Methyl acetate CH;COOCH; [K8382, special grade] [79-20-9 ]

0.05 mol/L potassium hydroxide solution: Potassium hydroxide (KOH, molecular weight
56.11) g in 1000 mL

Handbook for the Procedure: General notes 16



Chapter 2-3. What are attached documents? [5/7]

In "3. Overview document," the draft specifications are written in table form, as shown below.
(For more details, refer to “Handbook for the Procedure I-2, Outline of food additives (2).")
Although the document shall be written in Japanese, the attached form describes the contents
in English for your consideration.

Sample of draft specifications in table form (excerpted from 2014 Handbook)

Item Draft specifications Reference

specifications

(a) Name (Japanese)

(b) Name (English)

MN/

Reference specifications
1:
2:

17
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Chapter 2-3. What are attached documents? [6/7]

"Draft standards for use" in Attached document "2. Draft standards for use and
comparison table" has the same content as "Draft standards for use" in "3. Overview

document.”

If you set standards for use, attach a "Draft standards for use" as shown below.

If you don’t set standards for use, use a phrase such as “(Draft standards for use) No
use criteria are set for xxx”.

Draft standards for use (Example)

(Draft standards for use)

XXX

xxX must not be used in foods other than citrus fruits (excluding
unshu orange) and potatoes.

XXX potassium must be used in such a way that no more than
0.010 g will remain in 1 kg of citrus fruits (excluding unshu orange)
and no more than 0.007 g will remain in 1 kg of potatoes,
in the form of xxx.

Note: xxx is the name of the food additive.




Chapter 2-3. What are attached documents? [7/7]

If you apply for a revision of standards for use, attach a comparison table of
current standards for use and proposed revision.

(Please underline the changed parts.)

The document shall be written in Japanese. The attached form describes the

contents in English.

The comparison table of standards for use (Example)

Proposals

Curreent

XXX

Xxx must not be used in foods
other than citrus fruits (excluding
mandarin oranges) and potatoes.

Xxx potassium must be used in
such a way that no more than
0.010 g will remain in 1 kg of citrus
fruits (excluding mandarin oranges)
and no more than 0.007 g will
remain in 1 kg of potatoes, in the
form of xxx.

XXX

Xxx must not be used in foods
other than citrus fruits (excluding
mandarin oranges).

Xxx must be used in such a way
that no more than 0.010 g will
remain in 1 kg of citrus fruits
(excluding mandarin oranges), in the
form of xxx.

Note: xxx is the name of the food additive.

Handbook for the Procedure: General notes
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Chapter 3-1. What is an Overview document? [1/2]

Overview

documents

\

I. Outline of food additives

II1. Findings regarding effectiveness

II1. Findings regarding safety

IV: Estimation and examination of
daily intake

V. List of cited references

The attached document “3. Overview document”
consists of the five parts shown on the left.

It is to be prepared in accordance with the 2014
Procedure; however, III and IV are to be written
in accordance with the FSCJ Guidelines.

J

Items 4 to 9 of the 2022 Guidelines

Item 10 of the 2022 Guidelines

Item 11 of the 2022 Guidelines
(FSCJ Guidelines)

List of cited references

20
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Chapter 3-1. What is an Overview document? [2/2]

. The applicant is responsible for preparing the Overview document.
. The Overview document must be written in Japanese.

. When preparing an Overview document, basically follow the 2014 Handbook.

. However, among the items listed in the Overview document, those related to
safety should be written in accordance with the FSCJ Guidelines.

The items and the arrangement may differ partly, depending on the type of food
additive (food additive in general, food additive for fortification, enzyme, or
flavoring substance).

. The documents listed in the list of cited references in the Overview document
shall be attached as they are, as long as they are written in Japanese or English.
For documents written in other languages, make sure you translate the
referenced parts into Japanese and attach them to the relevant document.



Chapter 3-2. Points to note when creating an Overview document [1/2]

Preparing an Overview document requires knowledge of the chemistry, toxicology,

etc., related to food additives.
In addition, to make the Overview document meet the requirements of FSCJ and CAA,

applicants need to devise ways to explain and present information.

FADCC will advise you so that you can prepare the draft Overview document
appropriately. Specifically, it comments on the scientific accuracy and appropriateness
of the specifications in the Overview document so that applicants can make the
necessary corrections.

Note that such a document is called a Dr%fécﬁxqeéx‘tew
“draft Overview document” until it is completed. (Applicant)

. : . Repeated
Applicants are required to correct the draft several times corrections

in accordance with the comments made by FADCC,

aiming for completion. Correction Comments
(Applicant) (FADCC)




Chapter 3-2. Points to note when creating an Overview document [2/2]

Recommendations for the items to be included in your Overview document are
available on FADCC’s website. You can download them for your reference.

e vy —_—

—
Contact information e _ -
Guideline : .
MNote: / ) .

The face-to-face meeting is conducted
in Japanese at our center. Non-
Japanese-spaaking applicants are
requasted to be accompaniad by an
interpreter, if necessary.

[Guidelines for the Designation of Food Additives and Revision of
ndards for Use of Food Additives)

Guidelines ittt
Additives was revised by Minister of Health, Labour and We

PEMOarUs ror Use of Food
in September,2022.

+ Revision of Guidelines for the Designaticn of Food Additives $nd Revision of Standards for Use of

TOP Food Additives

Mission of FADCG icati
isslon 0 [Procedure for the application]

= Click the following_link to see "The Procedure for Preparing_ Applici

Elow of Consultation Designation of Food Additives and Revision of Use Standards for Foo
RUERAEENESEERERICET 3F5))

Information recommended for use.

Inquiry

Access

[Standards for Risk Assessment]
" - 0d Additives ", "Guidelines for the Assessment of
Flavoring Substances in Foods on Health”, "Guidelines for the Risk Assessment of Additives
(Enzymes) in Foods" and " Guidelines for the Risk Assessment of Food Additives for Fortification”

FAQ about Inquiry

Guideline (Japanese version) were revised by the Food Safety Commission of Japan (FSCJ) in September
2021.
Advisers » Guidelines for the Risk Assessment of Food Additives (Revised Guideline for Assessment of the

Effect of Food on Human Health Regarding Food Additives) [September, 2021]

+ Guidelines for the Assessment of Flavoring Substances in Foods on Health [September 2021]
Links + Guidelines for the Risk Assessment of Additives (Enzymes) in Foods [September 2021]

« Guidelines for the Risk Assessment of Food Additives for Fortification [September, 2021]
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Chapter 3-3. Points to note regarding descriptions [1/5]

The description in the Overview document shall be written on the basis of objective evidence so
that the natural properties and benefits of the substance for which food additive designation is
sought can be understood in deliberations by FSCJ or FSSC.

(a) Clearly state what you want the readers to understand about the application substance.
(b) Clearly explain the background and the basis of why the description is appropriate.

For example, to explain effectiveness, refer to the following sentence structures

@) Using xxx (substance name) shortens the time of *** in the food manufacturing process
and can prevent the deterioration of raw materials.

—

This is due to the ** property of xxx, and this ability is superior to that of conventional
(b) — food additives in improving @@@.

The data underlying this fact are shown below., ——————
Compared with similar food additives, it delivers higher values in terms of **, ——




Chapter 3-3. Points to note regarding descriptions [2/5]

1. Make sure you indicate the basis for the details given in the Overview document by

using cited references.
Especially when writing numerical values, check the original and cite the values

accurately.

Example: The substance xxx has the property of *** (Reference 1), and it has already
been used as a food additive overseas (Reference 2).

2. If you cite several parts from the same document, include the page number of the
citation in the main text of the Overview document so that it can be easily identified.

Example: “It is ..."” (Reference 15, page 72)

3. If you cannot find the information you need after searching the Internet, don’t just write
“No information” or similar in the main text; instead, give evidence of your search.

For example, convert a document containing the search engine's name, search terms,
search date, and a screenshot of the search results into a PDF and submit it as a cited
reference.



Chapter 3-3. Points to note regarding descriptions [3/5]

4. Many reports by international organizations, such as JECFA, are based on literature
reviews. However, please obtain the original and provide a concise explanation based
on it, instead of just citing the necessary part of an organization’s report. If you can’t
get the original, explain this in the main text of the Overview document.

5. When citing the assessment document prepared by FSCJ, transcribe the said part
without any corrections or omissions. Also, specify the beginning and end of the

citation.
Examples: (Start of citation) [ ~quoted text~ [ (End of citation)



Chapter 3-3. Points to note regarding descriptions [4/5]

6. When citing a reference in the main text, write the corresponding reference
number immediately after the citation so that the reader can quickly identify the
corresponding reference.

O Example of favorable description:

The origin of the target substance is substance B (Reference 2), obtained by
adding various chemical modifications to substance A extracted from a plant
named xx (Reference 1).

x Example of unfavorable description:

________________________________________________________________________________________________

. The origin of the target substance is substance B, obtained by adding various
. chemical modifications to substance A extracted from a plant named xx (Reference!
. 1, Reference 2).




Chapter 3-3. Points to note regarding descriptions [5/5]

7. For the development of the draft specifications there are detailed rules regarding the
names of reagent chemicals and the way in which test methods are described.

Example:
- Reagent names and test methods, in principle, conform with Japan’s Specifications and

Standards for Food Additives (JSFA).
- Pay attention to spelling and terminology: e.g., [BXU—=KUITZDEN >0 ]
[35¢—iTmt[BF—>HK(EA ]

— Units:
e.g., milliliters: — not ml but mL

B ERRBRELEAT

BRaminhnYEp
Divi od Additives

ision of Fo

National Institute of Health Sciences ror  @E  E= &
Refer to the “Explanation for creating specifications for
food additives” on the website of the Division of Food
Additives, National Institute of Health Sciences (only in

Japanese)

8. Each figure and table should be numbered consecutively in a series of Arabic numerals.
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Chapter 3-4. Structure of an Overview document [1/2]

Template for creating an Overview document

The structure of an Overview document follows the content in Appendix 3 of the 2014 Handbook.
However, in accordance with the changes in the items and arrangement due to revisions of the
2022 Guidelines, FADCC has made templates for creating an Overview document. It will provide
templates for each type of food additive, namely food additives in general (including processing
aids and breast-milk substitutes), nutritional-component-related additives, enzymes, and flavoring
substances.

- The templates are posted on the FADCC website and will be updated occasionally. Please
check them as necessary.

- When it comes time to write a draft of the Overview document, FADCC will send the latest
template to you. Please use it.

- As a general rule, don’t change the items written on the template.
- You can avoid leaving out or misspelling items by using the template.



Chapter 3-4. Structure of an Overview document [2/2]

An example of items in the first part of a template is as follows.
Please prepare your Overview document by using the template sent by FADCC.

L Qutline of the food additive It is essential to state the history, purpose, and merits

Introduction* of use of the substance as a new food additive.

(11')'\"3':”?;”0 purpose of use Therefore, establish an “Introduction” section at the

(2) CAS registry number, etc. beginning of the Overwgw document an.d explain the
purpose of the request in a few simple lines.

(3) Purpose of use
(4) Method of use*

2. Origin or details of development

Describe clearly how the substance is expected to be
_ _ _ used as a food additive.

3. Actual situation of use in Japan  |1n the items under “1. Name and purpose of use,”
(l)a;l;:lp(a)\r/]erseas make a sub-item “(4) Method of use” after sub-item
(2) Codex (3) Purpose of use.

= = <Omitted below> = =

*Note: The template has been created based on Appendix 3 of the 2014 Procedure.
In the 2014 Handbook, there are no items called “(Purpose of application)” and “Method of use.”
However, they are added to the template because such information is essential.

The following pages provide templates for Food additives in general, Flavoring

substances, Enzymes and Food additives for fortification.
30
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The following template is used to describe the items
to be included in the Overview document.

1 Template in Japanese : Food additives in general
I. R®NY)OETE I. Z2%CEAISHR
I 1 AN BN REEHER
1. BIMRUAE Iiuit%ﬁ
2. RIEIIFEBORE (1) B ER
3. ERINIHITBERIRR (2) RiEHRSSMHHER
4. EFHEREEFCHITDLZ RS (3) FENAMEER
5. YRR FEREE (4) &hEs1EER

(1) BEF (5) B&ES4ABR
(2) ®HEHFE (6) ZUIT M ER
(3) Elzﬁﬁﬁ*% (7) Z2OALOFHER
(4) BmNIIORZEME 3. ENCHIFBHR
( 5 ) ﬁuuq:'@ﬁuu/h\bﬂyﬂ@ﬁ*ﬁ/ﬁ
6. EREBERE V. —HEREDHITIRVER
7. TOAh
V. 5|BAXE—E
0. B%MECEATIMR
1. BmaipeLTcoBazERy
fDEFEDFNIYIEDFHRDELEL
2. EmPTORZEM
3. BmPOFERREMDICRIEFITHE

Please note that the templates are posted on the FADCC website and are updated as needed.
When you are ready to write your Overview document, FADCC will send you the latest template, so please 31
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Template in Japanese :

Flavoring substances

The following template is used to describe the items
to be included in the Overview document.

I. &NMIOEIE I. BECEIS R
7 1. BEmAIELToaRE
1. BINRUR® 2. EmMPTOREM
2. BRRXIFERORRE 3. BmPOEBEBREND (CREITHE
3. ERIMIEITBERIRDT
4 . EFFHEEEIEFCHITLZE 45T . ZLMCEIITHIHR
5. YE{LFRIEE 1. EizB%
(1) B\BENF 2. —figEt
(2) BETE 3. —HEREDHFTNUER
(3) BDARAE
(4) BE@mAIMIOLEZENME N. 5|AXER—E

(5) E@mPOBERRINIODTE
6. EHEER
7. TOA

Please note that the templates are posted on the FADCC website and are updated as needed.
When you are ready to write your Overview document, FADCC will send you the latest template, so please

use that one.
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The following template is used to describe the items
to be included in the Overview document.

1 Template in Japanese : Enzymes

1. FioBs I. Z2MCET358

52 1. BEEEMOEZSN

1. LRV (1) BEMRVEEYEOELECETZEIR

2. REXIRBORE (2) BEURUEESMHICREIZEE

3. EPRSNCBIFBERIRR (3) BEHOINREFCEIZEIER

4. EEHEEZCHIT BT T 2. BEEOHLENTODRILICEETZEIE

5. YL RIS (1) SEEBRTORDERIE
(1) EEEY (2) SHIEENTODRICENZ T ELRF
(2) &S (3) BREIZODBYORINRZMbOSE
(3) A% 55> DIRINA DSR2
(4) MR (4) BROIBLEDOBEIEEORE
(5) BSOS (5) RDRIMIEBDDRYOBER R UETE
(6) BRRIMIOEEL 3. BEROSH
(7) BROOBRFIMIOITE (1) 90BRIRERS S MHRER

6. {HREEE (2) BICEMRER

7. Zofh (3) LIS

I. B53%CET3ME 4. @%é’?@fiﬁib%ﬁl?@ﬁﬁ@&&@

1. BRUTOEMERMOREOETRED PUNTAECHRSEER
SHER D L V. —HERBOHIIRUER

2. BRBTOEEN e

3. BROOIBLRERDCRETE V. SIRXE—R

Please note that the templates are posted on the FADCC website and are updated as needed.
Whe%you are ready to write your Overview document, FADCC will send you the latest template, so please
use that one.
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The following template is used to describe the items
to be included in the Overview document.

1 Template in Japanese : Food additives for fortification.

I. iRhY)OBIE M. L2%(CREAT35R

52 1. ANENREEHER

1. ZHRUAR 2. ENCBIFZAIR

2. EXIREORE (1) BEpRER

3. ERIMIHBIFBERIKR (2) JEFIERS

4 . EIFHERESEICHITR TR T (3) XF7FUS R

5. Y ENMEE (4) ENCBIFRRRCZRBHIETICDONT
(1) EEE 3. SR
(2) E&RE (1) BEilnstbR
(3) Eizﬁifﬁffﬁ (2) RESEM4AER
(4) EmI¥IoETES (3) FEHAMEER
(5) EmFPOBEGEMNIYIOZITE (4) LiEsE4ER

6. {FHEAEE (5) FHR4ESM4ER

7. A (6) PUIIVT B

I. S3EIcBIT 35N (7) cOMO=ER

1. EfmmnimeELToBasERy V. —HEREDHRUVEER
BOBIFEORINYDEDZNER D LEER e

2. BROTORZENR V. SIRXE—ER

3. BEmMPOFERRENDCRIEFITHE

Please note that the templates are posted on the FADCC website and are updated as needed.
Whetrp1 yéau are ready to write your Overview document, FADCC will send you the latest template, so please
use that one.
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Chapter 4-1. Regarding cited references [1/12]

Make a list of cited references at the end of the Overview document, and submit the full
reference documents as separate files (PDF file) from the Overview document.

[ Application documents ]
N N
1. Draft specifications
wn \ J
fd
S | )
= 2. Draft standards for use and
§ | comparison table )
T |, \
= 3. Overview document PDF file of the reference
S |l ) documents.
© If the reference document was
=z | [ written other than in Japanese or
4. References J == | English, submit a Japanese
J translation of the relevant part
(cited part) together with the
original version in PDF form.
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Chapter 4-1. Regarding cited references [2/12]

1 Not only printed materials such as books, papers, and reports, but also
information published online can be used in PDF form. However, there is
much uncertain information on the Internet, so if you want to use this
information as a reference, check its veracity yourself. You may wish to
include:

(a) Public information, such as reports from specialized

public organizations (including web postings)
(b) Academic papers in specialized fields FADCC believes that
(c) Books in specialized fields reliability is highest to
(d) Measurement data from in-house tests lowest in numerical
and analytical institutions order from (a) to (f).

\

J

(e) Articles published in newspapers and magazines
(f) Articles on the web other than (a) to (e)

2 Check that the publication is the latest.
Note that reports from public institutions are updated from time to

time.



Chapter 4-1. Regarding cited references [3/12]

3 Number the documents in the reference list of the Overview document in
citation order (order of appearance). Mark, or highlight, the parts of the
reference that you referenced in the Overview document.

Use of a marker with about 50% opacity is recommended so that the
highlighted text can be read without problem.

If there are multiple citations in the same document, please separate the color
of the marker for each citation so that it corresponds to the description of the
summary in the Overview document.

4 If you need to indicate a citation from a reference hundreds of pages long,
consider the convenience of readers when preparing the document. For
example, extract only the necessary parts and convert the extract to a PDF
together with the front page of the reference (publisher’s information in the case
of books) and the table of contents.

5 Make sure you follow the necessary procedures so that no problems arise
regarding the copyright of the references.



Chapter 4-1. Regarding cited references [4/12]

6 It is not appropriate to cite other references when attempting to use a document
prepared by the applicant as a citation.

7 To use searched content on the Internet as a reference, it is convenient to
convert the contents into a PDF file which includes the search-site name, search
date, search words (search formula), and search results.

8 Regarding 1.(a) Public information, such as reports from specialized public
organizations (including web postings), you can download the legal notification
information online and convert it into a PDF for use as a cited reference.

In such a case, download the required information from the government website
that issued the notification.

Note: You can search for the laws, regulations, and notifications.
-the MHLW regulations

MHLW Database for laws and regulations (Japanese only)
-the CAA regulations

CAA regulations (Japanese only)



https://www.mhlw.go.jp/hourei/
https://www.caa.go.jp/law/laws/

Chapter 4-1. Regarding cited references [5/12]

MHLW Database for laws and regulations (Japanese only)

ERET —HIRN—XF—EX

BEHBEESSET —IN—IH—ER

ARREE

r ~N You can search
BIR (AR) &/ BIR (4AR) 8|
by keyword
ASTIRTN ASTARTN AT - B from here.
k [BEREEHIRZREA [BEREFEHIIRZRA )

EDIRETE. BESBE
FREDER. 5. E9. &
RETRETEXRT,

(&= )

BAMRERCIE. BESEE
FREDERENG, B, 2R
FERFETEFT,

(&= - )

NREETE. BEESEHE
FREDFRNREFCDULTH
BTEEI,
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Chapter 4-1. Regarding cited references [6/12]

CAA regulations (Japanese only)

FREDESS

=HBH5E =

BEeT SRt AT AGEERET L TEDET. 8. —saouU
M. JTDWTIE e-GovitSiEEAmUS 1 L4 M ERTiTHL
ESIRBEICIE. e-GovinStEED by TrR—Th o URE O R IEE S

You can search by keyword
from here.

O e-GovitSBED v T—=

=R

.

Bs

r Bie—E

&S

v FFES—E
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https://www.caa.go.jp/law/laws/
https://laws.e-gov.go.jp/

Chapter 4-1. Regarding cited references [7/12]

9 Followings are describing examples for cited papers, articles to be listed in the "list of
cited references"

« For Papers: (Author name, paper title, journal name, year of publication, volume number,
page numbers (start—-end) )

01 Morikawa R, Kubota N, Amemiya S, Nishijima T, Kita I: Interaction between intensity
and duration of acute exercise on neuronal activity associated with depression-related
behavior in rats. The Journal of Physiological Sciences 2021;71(1):1

02 #aAR—, BEHERA, ZHEF | HARREEMDFR2015FM (B5]) DHNZ17)UCE DN
TERMEPOEIZDIEDITEDNREAREE. BamffdFHMsE 2020;61:53-7.
doi: https://doi.org/10.3358/shokueishi.61.53

« For Books: (author (or editor) name: names of chapter, section, or item. “book title”,

publisher, year of publication; page numbers)

03 HEE=: FNRAIMEZEHNIN-DEEERRRE. “IV/\NIMEEMarRZEAFY, RR{EFRE
A, 2020; 59-87

04 HAEEmMIIFIHG=RESE | 1)\, ‘EEmRNINY)sH 20217, 5k, 2021; 201

05 Rowe RC, Sheskey PJ, Quinn ME: Polyvinyl alcohol. “Handbook of Pharmaceutical
Excipients, 6th ed.”, American Pharmaceutical Association, 2009; 564-5



Chapter 4-1. Regarding cited references [8/12]

 For Japan’s Specifications and Standards for Food Additives : (CCA : Name of test methods

or monographs. version of JSFA, year of publication)

06 JHEAIT: 33. nitEE (RFIRIEEER) , 40. LERAERE. B10MREMMNMIMIATES, 2024
https://www.caa.go.jp/policies/policy/standards_evaluation/food_additives/official_docum
ents_002/assets/001208056.pdf (77tXH : 2025/1/16)

07 JEEAT: L — 04>, F10MEERMIIMIANES, 2024
https://www.caa.go.jp/policies/policy/standards_evaluation/food_additives/official_docum
ents_002/assets/001208056.pdf (777tXH : 2025/1/16)

 For FSCJ Evaluation documents : (FSCJ : Title of the report. YYYY/MM)
08 EmMETZEERESR | mIIEHIE —ikEEAFIV]. 2019 F1H

« For Notices: (Issuer: Title of Notification. Date of issue and Notification number, Issued
year)
09 JHEEHTEMBSEEEFDARE | [EmIMOEENMEAREEREEZFBEREMICEATZFSI D
—BBERIEICDOWVWT. SHI7FE3H24HBRES2095, 2025

« For Patent : (Name of inventor: Title of the invention. Patent document number, Patent
granting agency (ex. JPO). Date of Publication of Patent Gazette)

10 OO : xxZEOREmBMY). $ET5E75664145, HAENETT, ©H64F10H17H



Chapter 4-1. Regarding cited references [9/12]
« For Internal reports (documents): (Company name: Report (documents) title. Company

internal report (document), year of creation)
11 OO : xx¥IREE. HARIKRESE, 2025

« For Websites: (Website name: Title of relevant page, source URL (Date of access :
YYYY/MM/DD)

12 EFSA (European Food Safety Authority): Food additives
https://www.efsa.europa.eu/en/topics/topic/food-additives ( 77tXH : 2025/3/25)

13 BEE5EER : SHSFERER - REREHRS
https://www.mhlw.go.jp/content/001435384.pdf ( 7JtAH : 2025/3/25)

« For US CFR 21: (Web site name : Section # & title URL (Date of access : YYYY/MM/DD)

14 Code of Federal Regulations Title 21: Sec. 177.1670 Polyvinyl alcohol film
https://www.ecfr.gov/current/title-21 ( 77tXH : 2025/3/25)

« For CODEX Guidelines: (Responsible body : Name of Guidelines and code, revised year;
pages URL (Date of access : YYYY/MM/DD)

15 CAC: Class names and the international numbering system for Food additives CXG 36-
1989, 2024; 1-5, 45 https://www.fao.org/fao-who-codexalimentarius/codex-
texts/guidelines/tr/ ( 79tXH : 2025/3/25)
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- For WHO Food Additives Series: (JECFA: Substance. Meeting #, Meeting term,
Publication #, year; pages)

16 JECFA: Metatartaric acid. 84th JECFA, 6-15 June 2017, FAS75, 2019, 145-163

« For WHO Technical Report Series: (JECFA: Substance. Meeting #, Meeting term,
Publicaton #, year; pages)

17 JECFA: Metatartaric acid. 84th JECFA, 6-15 June 2017, TRS1007, 2017; 43-49

« For FAO/WHO Compendium of Food Additive Specifications:
(JECFA: Substance. Monographs #, JECFA Meeting #, published year; page(s) ); or
(JECFA: Substance. Monographs # (Published year), URL (Date of Access: YYYY/MM/DD)

18 JECFA: Magnesium stearate. Monographs 17, JECFA 80th meeting, 2015; 27-30

19 JECFA : Triethyl Citrate. Monograph 7 (2009)
https://www.fao.org/fileadmin/user_upload/jecfa_additives/docs/monograph7/additive
-477-m7.pdf (7UtAH : 2025/3/25)



Chapter 4-1. Regarding cited references[11/12]

10 Name the PDF files of cited references using the following rules (Reference
number Author_Title_Year of Publication).
Do not use “,” or “.” in the file name. Use a three-digit reference number if the

/

number of references is 100 or more.

» For Papers:
01 Morikawa R_J Physiol Sci_2001

02 #aAR—¥_BmEEFHEE_2020

« For Books:

03 HEE=_12/\UMtEYIenEAFI_2020

04 HREZEmMIFIH=mE_ERmnilyis=H 2021_2021

05 Rowe RC Handbook of Pharmaceutical Excipients 6th ed_2009

« For Japan’s Specifications and Standards for Food Additives:
06 SHE&ET _—MGiERE-AEE_2024

07 HE&T _L-01>>-RNTEE_2024

« For FSCJ Evaluation documents:

08 BLZE__REEAFIL_2019

« For Notices:
09 JHEET SH7E3H24HEEESE2095 2025



Chapter 4-1. Regarding cited references[12/12]

* For Patent:
10 OO _4F:55687566414= 2024

* For Internal reports (documents):
11 OO_xx¥xEHF 2025

« For Websites:
12 EFSA_Food additives_2025
13 B4 S EEaRE_ERER - RERAEIRS 2023

« For US CFR 21:
14 CFR21_Polyvinyl Alcohol Film_2025

 For CODEX Guidelines:
15 CAC_CXG36-1989 2024

« For WHO Food Additives Series:
16 WHO_FAS 75 2019

« For WHO Technical Report Series:
17 WHO_TRS 1007_2017

« For FAO/WHO Compendium of Food Additive Specifications:
18 JECFA_Magnesium Stearate_2015

19 JECFA_Triethyl Citrate_2009
FEIFHE DERNER
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This is the end of the General notes.

Next, see the following notes:
I. Outline of food additives (Japanese only)
II. Effectiveness (Japanese only)
ITI. Safety, IV. Daily intake (Japanese only)

For I to IV, a Handbook for the Procedure suitable for each section has been
provided according to the type of food additive, namely food additives in general
(processing aids, breast-milk substitutes), enzymes, food additive for fortification,
or flavoring substances, and the content of the application (new designation,
revision of standards for use, revision of specifications).

If you think the target substance may fall under processing aids or breast-milk
substitutes, please refer to “Regarding of processing aids and breast-milk
substitutes (Japanese only)”.

Also, when seeking information, refer to the Information search guide.


https://www.nihs.go.jp/dfa/FADCC/dfa_fadccsite/img/%E6%89%8B%E5%BC%95%E6%B3%A8%E8%A7%A3_%E5%8A%A0%E5%B7%A5%E5%8A%A9%E5%89%A4%E3%81%A8%E6%AF%8D%E4%B9%B3%E4%BB%A3%E6%9B%BF%E9%A3%9F%E5%93%81%E6%B7%BB%E5%8A%A0%E7%89%A9%E3%81%AE%E5%8F%96%E3%82%8A%E6%89%B1%E3%81%84%E3%81%AB%E3%81%A4%E3%81%84%E3%81%A6.pdf
https://www.nihs.go.jp/dfa/FADCC/dfa_fadccsite/img/%E6%89%8B%E5%BC%95%E6%B3%A8%E8%A7%A3_%E5%8A%A0%E5%B7%A5%E5%8A%A9%E5%89%A4%E3%81%A8%E6%AF%8D%E4%B9%B3%E4%BB%A3%E6%9B%BF%E9%A3%9F%E5%93%81%E6%B7%BB%E5%8A%A0%E7%89%A9%E3%81%AE%E5%8F%96%E3%82%8A%E6%89%B1%E3%81%84%E3%81%AB%E3%81%A4%E3%81%84%E3%81%A6.pdf
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