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APPENDIX Il

PROPOSED DRAFT REVISION OF THE GENERAL STANDARD FOR THE LABELLING OF
PREPACKAGED FOODS (CXS 1-1

(FOR ADOPTION AT STEP 5)
2. DEFINITION OF TERMS

“Food allergy” means a reproducible adverse health effect arising from an immunoglobulin class E (IgE)
antibody or non-IgE antibody immune-mediated response following oral exposure to a food.”

“Food allergen” means a food or ingredient [or substance or processing aid] used in food, usually a protein or
protein derivative that can elicit IgE-mediated or other specific immune-mediated reactions in susceptible
individuals.

“Coeliac disease” means a chronic immune-mediated intestinal disease in genetically predisposed individuals
induced by exposure to dietary gluten proteins that come from wheat, rye, barley and triticale (a cross between
wheat and rye).

4. MANDATORY LABELLING OF PREPACKAGED FOODS
4.2 List of ingredients

4.2.1.3 Where an ingredient is itself the product of two or more ingredients, such a compound ingredient may
be declared, as such, in the list of ingredients, provided that it is immediately accompanied by a list, in brackets,
of its ingredients in descending order of proportion (m/m). Where a compound ingredient (for which a name
has been established in a Codex standard or in national legislation) constitutes less than 5% of the food, the
ingredients need not be declared, except for the foods and ingredients listed in section 4.2.1.4, 42.1.7 and
where applicable section 4.2.1.5 and food additives which serve a technological function in the finishe
product.

4.2.1.4 The following foods and ingredients are known to trigglr food allergy or coeliac disease Iand sl
always be declared using the specified name in addition to or as part of the ingredient name':

FOODS AND INGREDIENTS SPECIFIED NAME
Cereals containing gluten?: /

- wheat and other Triticum species ‘wheat’

— rye and other Secale species ‘rye’ WNEB S BEMEERREIE

~  barley and other Hordeum species ‘barley’

and products thereof
Crustacea and products thereof ‘crustacea’
Eggs and products thereof ‘egg’
Fish and products thereof ‘fish’
Peanuts and products thereof ‘peanut’
Milk and products thereof ‘milk’
Sesame and products thereof ‘sesame’
Specmc tree nuts

— Almond ‘almond’

- Cashew ‘cashew’

—  Hazelnut ‘hazelnut’

- Pecan ‘pecan’

- pistachio ‘pistachio’

~-  walnut ‘walnut’

and products thereof

4.2.1.5 In addition to the foods and ingredients listed in section 4.2.1.4, the declaration of any other foods and

' In accordance with Section 4.1.1 of the General Standard for the Labelling of Pre-packaged Foods (CXS 1-1985), the
ingredient declaration should specify the true nature of the food and be specific and not generic.

2 Includes spelt, Khorasan, and other specific cereals containing gluten that are species or hybridized strains under the
genus names of Triticum, Secale and Hordeum. Specified names are to be used according to the associated genus.
Hybridized strains are to use specified hames in conjunction from all of the parent genera (e.g. ‘wheat’ and ‘rye’ for triticale).

DRAFT REP23/FL Appendix Il 2
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ingredients, including those listed below may also be required® using a specified name in addition to or as part
of the ingredient name*. This shall be based on available risk assessment data for the respective population(s)®
taking into account risk management considerations.

FOODS AND INGREDIENTS SPECIFIED NAME

Buckwheat and products thereof ‘buckwheat’
Celery and products thereof ‘celery’
Qats and other Avena species (and their hybridized ‘oats’
strains) and products thereof®
Lupin and products thereof ‘upin’
Mustard and products thereof ‘mustard’
Soybean and products thereof ‘soy’
Specific tree nuts ‘Brazil nut’
-  Brazil nut ‘macadamia’
-~ macadamia ‘pine nut’
— pine nut

and products thereof

HIRETT

[4.2.1.6 Subject to evaluation using established criteria’, national authorities may exempt ingredients derived
from foods listed in section 4.2.1.4, and where applicable section 4.2.1.5, from being declared.]

4.2.1.7 When sulphite is present in a [ready-to-eat] food [or products as reconstituted according to the
instructions of the manufacturer], at a total concentration of 10 mg/kg or above, it shall always be declared
using the specified name ‘sulphite’.

RENUMBER existing sections 4.2.1.5 and 4.2.1.7 to 4.2.1.8 and

4.2.2 The presence in any food or food ingredients obtained through bidtechnology of an allergen transferred
from any of the foods and ingredients listed in sections 4.2.1.4 and wheregpplicable 4.2.1.5 shall be declared.

32.1.9 respectively

When it is not possible to provide adequate information on the presence of Xhese allergens through labelling,
the food containing the allergen should not be marketed.

4.2.3 Except for those foods and ingredients listed in sections 4.2.1.4, 421.7 a
a specific name shall be used for ingredients in the list of ingredients in accordan
in Section 4.1 (Name of the Food) except that:

where applicable 4.2.1.5, A
with the provisions set out

4.2.3.1 Unless a general class name would be more informative, the following class Rames may be used. In
all cases, the food and ingredients listed in sections 4.2.1.4, 4.2.1.7 and where applicable 4.2.1.5 shall be

declared using the specified names listed in those sections.

4.2.4 Processing Aids and Carry-Over of Food Additives

EEMN10mg/kgl L THAHHEFRERIEIZDULNT

4.2.4.2 A food additive carried over into foods at a level less than that required to achieve a technological
function, and processing aids, are exempted from declaration in the list of ingredients. The exemption does

3 These foods and ingredients are not included in 4.2.1.4 but have been recommended to be considered for risk

management at the regional or national level (see FAO and WHO Risk assessment of food allergens: Part 1: Review and

validation of Codex Alimentarius priority allergen list through risk assessment https://doi.org/10.4060/cb9070en .).

4 In accordance with Section 4.1.1 of the General Standard for the Labelling of Pre-packaged Foods (CXS 1- 1985), the

ingredient declaration should specify the true nature of the food and be specific and not generic.

5 The assessment of risk in the respective population(s) to be based on the evidence criteria of prevalence, potency and

severity ofimmune mediated adverse reactions to the food or ingredient as established by FAO and WHO Risk assessment

of food allergens: Part 1: Review and validation of Codex Alimentarius priority allergen list through risk assessment.

https://doi.org/10.4060/cb9070en.

6 Qats can be tolerated by most but not all people who are intolerant to gluten. Therefore, the allowance of oats that are

not contaminated with wheat, rye or barley in foods covered by this standard may be determined at the national level."

7 FAO and WHO (2022). Risk assessment of food allergens: Part 1: Review and validation of Codex Alimentarius priority
37al|ergen list through risk assessment. p15-20. https://doi.org/10.4060/cb9070en.
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not apply to food additives and processing aids that contain the foods and ingredients listed in sections 4.2.1.4,
4.2.1.7 and where applicable 4.2.1.5.

6. EXEMPTIONS FROM MANDATORY LABELLING REQUIREMENTS

With the exception of spices and herbs, small units, where the largest surface area is less than 10 cm?, may
be exempted from the requirements of paragraphs 4.2 and 4.6 to 4.8. This exemption does not apply to the
declaration of foods and ingredients listed in sections 4.2.1.4, 4.2.1.7 and where applicable 4.2.1.5.

8. PRESENTATION OF MANDATORY INFORMATION
8.3 Declaration of certain foods and ingredients

8.3.1 The foods and ingredients listed in sections 4.2.1.4, 4.2.1.7 and where applicable 4.2.1.5 shall be
declared so as to contrast distinctly from the surrounding text, [whenever possible], such as through the use
of font type, style or colour.

[8.3.2 When the foods and ingredients in sections 4.2.1.4, 4.2.1.6 and where applicable 4.2.1.5 are declared
in the list of ingredients, they may also be declared in a separate statement, which shall be placed directly
under the list of ingredients.

Bis. Foods and ingredients in sections 4.2.1.4, 4.2.1.7 and where applicable 4.2.1.5 shall be declared in the
list of ingredients or in a separate statement which shall be [placed directly under] the list of ingredients or in
both. The most appropriate manner to declare these foods and ingredients shall be decided by national
competent authorities.

Ter. The foods and ingredients listed in sections 4.2.1.4, 4.2.1.7 and where applicable 4.2.1.5 shall be declared
so as to contrast distinctly from the surrounding text (such as through the use of font type, style or colour)
and/or be declared in a separate statement commence with the word ‘contains’ (or equivalent word) directy
under the list of ingredients.]

8.3.2.1 The statement shall commence with the word ‘Contains’ (or equivalent word) and must declare all the
foods and ingredients which are declared in the list of ingredients as applicable in accordance with section
8.3.1]

8.3.3 Where afood is exempt from declaring a list of ingredients, the foods and ingredients listed in sections
4.2.1.4, 42.1.6 and where applicable 4.2.1.5 shall be declared, such as in a statement made in accordance
with section 8.3.2.1.

8.3.4 Forsingle ingredient foods, section 8.3.3 does not apply where foods and ingredients listed in sections
4.21.4, 42.1.6 and where applicable 4.2.1.5 are declared as part of, or in conjunction with, the name of the
food.

38
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APPENDIX Il

PROPOSED DRAFT ANNEX TO THE G F:
GUIDELINES ON THE USE OF PRECAUTIONARY
(FOR COMMENT AT STEP 3 THROUGH CL 2023/06/0CS-FL)

1. PURPOSE

To facilitate a consistent and harmonized approach to the effective use of precautionary allergen labelling
(PAL) for communicaling te consumers with foed allergy about the risk from the unintended presence of
allergens in food due to cross-contact.

2. SCOPE

These guidelines apply to PAL when used to indicate the risk from the unintended presence of allergens
caused by cross-contact in prepackaged’ foods.

3. DEFINITIONS
For the purpose of these guidelines:

Allergen means the foods and ingredients listed in sections 4.2.1.4 and where applicable 4.2.1.5 of the
General Standard for the Labelling of Prepackaged Foods (CXS 1-1985).

Precautionary allergen labelling is a statement made in the labelling of prepackaged foods to indicate a risk
from the unintended presence of an allergen(s) due to cross-contact?®.

4. GENERAL PRINCIPLES

41 Effective management practices and controls to prevent or minimize the unintended presence of
allergens caused by cross-contact shall be implemented as outlined in the Code of Practice on Allergen
Management for Food Business Operators (CXC 80-2020). The use of PAL shall be restricted to those
situations in which the unintended presence of an allergen(s) cannot be sufficiently controlled using these
allergen management practices.

42 The decision to use PAL should be based on the findings of a risk assessment which shall include,
but is not limited to, quantitative risk assessment.

43  PAL shall only be used if the presence of a protein from an allergen is equal to or above the action
level® for this allergen, using the listed reference dose values in 4.3.1.

431 References doses

Reference dose (RfD)
(mg total protein from the allergen)
Walnut (and Pecan) 1.0
Cashew (and Pistachio) 1.0
Almaond 1.0
Peanut 2.0
Egg 2.0
Milk 20
Sesame 20
Hazelnut 30
Wheat 5.0
Fish 5.0
Crustacea 200

! As defined in the General Standard for the Labelling of Prepackaged Foods (CXS 1-1385)

2 Allergen cross-contact as defined in Code of Code of Practice on Allergen Management for Food Business Operators
(CXC 80-2020)

* Action level (mg total protein from the allergen / kg food) = Reference dose (mg total protein from the allergen) / Amount
of the food (kg)

CXJFL 23/47/5 17 4

432 Where areference dose is not established for a particular allergen by 4.3.1 above, national
authorities can establish a reference dose consistent with recognized principles? for the purposes of
determining an action level.

4.4 PAL should be accompanied by education/information programs to ensure understanding and
appropriate use of PAL by consumers, health care providers and food business operators.

5. PRESENTATION OF PAL

51 Section 8.1.1, 8.1.2 and 8.1.3 and 8.2 of the General Standard for the Labelling of Prepackaged
Foods (GSLPF) (CXS 1-1985) apply to PAL labelling.

5.2 PAL should appear as a separate statement in the same field of vision as the ingredient list (when

present), and contrast distinctly from surrounding text, such as through the use of font type, style or colour in
the same manner as Section 8.3.1 in the G5LPFE.

521 APAL statement shall commence with the words ‘May contain’ (or equivalent words) and include the
identified allergens using the specified names as listed in sections 4.2.1.4 and where applicable 4.2.1.5 of
the GSLPF.

4 FAO and WHO (2022). Ad hoc Joint FAO/MHO Expert Consultation on Risk Assessment of Food Allergens: Part 2:
Review and establish threshold levels in foods of the priority allergens. hitps://doi.org/10.4060/cc2946en.
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JOINT FAO/WHO FOOD STANDARDS PROGRAMME
CODEX COMMITTEE ON FOOD LABELLING
Forty-seventh Session
Gatineau, Canada
15 - 19 May 2023
FOOD ALLERGEN LABELLING

(Comments from Burundi, Ghana, Indonesia, Japan, Nigeria, Republic of Korea, South Africa, Uganda, United
Republic of Tanzania)

Burundi
Issue 1: Definition

“Food allergy” (New) means “a reproducible adverse health effect arising from an immunoglobulin class E (IgE)
antibody or non-IgE antibody immune-mediated response is following oral exposure to a food.”

HRET

Japan

Proposed draft revision to the General Standard for the Labelling of Prepackaged Foods - Provisions
relevant to allergen labelling

SUMMARY

This document outlines

1. a proposal to the Committee to, as the next step, begin the discussion of how authorized detection methods
for allergen(s) can be established within each country/region when new sections 4.2.1.3 and 4.2.1.4 are
incorporated into its national/regional legislation.

2. Introduction of Japan's detection methods for each allergen designated to be labelled mandatorily when
‘included’ in prepackaged foods for consideration by member countries/regions and NGOs.

INTRODUCTION

Japan appreciates the work of Australia, the UK and the United States in guiding the draft forward to the
current state. Japan’s comments on the 2023 CL are summarized in CX/FL 23/47/5 Add.1 (Part A), where Japan
supports the new sections 4.2.1.3 and 4.2.1.4.

For member countries/regions to promote the effectiveness of such labelling regulation, Japan thinks that it is
a good idea to incorporate “authorized detection methods” (ADMs) into the legislation of each country/region,
because they would make it easier for food business operators (FBOs) to comply with the regulation, while they
would make it easier for national authorities to enforce the regulation. We think that, as a result, this scheme of
ADMs enables food allergy patients to gain more accurate information. So, Japan proposes to the Committee, as
the next step, to begin the discussion about how ADMs can be established. Japan also would like to intreduce its
food allergen labelling system based on such detection methods for allergen(s), hoping Japan’s experience is
helpful anyway to the countries/regions which are going to establish/revise their system of allergen labelling.

BACKGROUND

When Japan firstly introduced the allergen labelling system in 2001, it had already been considered that, for
the proper enforcement of such a mandatory labelling regulation system, the establishment of scientific methods
to detect allergens within foods is essential. Because it is a mandatory labelling regulation system, it is
necessary to enable authorities to apply punishment(s) properly. Furthermore, as the production process of a
food product is more and more complex, it is more and more difficult for FBOs to recognize the existence of
allergen(s) within the final food product precisely (e.g. cases in which minute amount of allergen(s) is contained
within a so-called “compound ingredient”). Therefore, it was also considered that, for FBOs responsible for food
labelling to provide consumers with allergen information accurately, they need practical methods to check the
existence of allergen(s) by themselves. Detection methods such as an enzyme-linked immunosorbent assay
(ELISA) or a polymerase chain reaction (PCR) were investigated as possible ways to provide authorities with
scientific evidences.

Based on such considerations, Japan’s food allergen labelling regulation system was established, in which
the Consumer Affairs Agency (CAA) designates and publishes quantitative and qualitative' “authorized detection
methods” (ADMs) for each allergen item within mandatory labelling items. Test kits used in ADMs are readily
available, and authorities conduct monitoring using ADMs. FBOs also check their products using ADMs by
themselves. Note that, in qualitative ADMs, when the detected value of the amount of protein deriving from an

! Quantitative ADMs sometimes detect protein that actually derives from other items than the targeted allergen, which
results in “false positive”. Thus, when the value over 10 ug/g was detected by a quantitative ADM, the qualitative ADM for

40he targeted item is used to confirm the DNA area that is unique to that item.
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allergen ingredient is over 10 ug per 1g of processed food,? the result is “positive”. If a product is regarded as a
violation of the mandatory labelling requirement, authorities apply punishment(s), but because authorities use
ADMSs in monitoring and inspections, this value of 10 ug/g is important when considering applying punishment(s).

MANDATORY LABELLING AND RECOMMENDED LABELLING/PERIODIC REASSESSMENT

In other words, a food allergen shall not be designated as a mandatory labelling item without the ADMs for
that allergen, even if such an allergen is important in view of its frequency, severity, etc. Such allergens are
designated as “recommend labelling items” to be labelled voluntarily.

For example, we recently designated ‘walnut’ as a mandatory labelling item. *Walnut™ had been classified as
a “recommended labelling” item, but based on the result of the periodic reassessment in 2021, the CAA
concluded that walnut should be designated as a mandatory labelling item due to the frequency, severity, etc. of
its allergen symptom. Through the necessary procedures for the revision of the “Food Labelling Standards”, we
took the designation of walnut as a mandatory labelling item into force on March 9, 2023, and on the same date,
we published the ADMs for walnut, which was developed accompanying with this policy revision.

Mandatory Labelling Items (8 items): Shrimp, crab, wheat, buckwheat, egg, milk, peanut and walnut
Recommended Labelling Items (20 items): Almond, abalone, squid, salmon roe, orange, cashew nut, kiwi
fruit, beef, sesame, salmon, mackerel, soybean, chicken, banana, pork, matsutake mushroom, peach, yam,
apple, and Gelatin

The CAA has the periodic reassessment that has been conducted for approximately 20 years every 3 years in
which doctors specialized in allergy monitor patients who had symptoms of immediate allergy. 6,080 cases were
examined in the latest reassessment in 2021.

DETECTION METHODS

Below you can find Japan's ADMs for all mandatory labelling items (8 items)
(Sorry, only in Japanese available):
https:/www.cao.go.jp/consumer/history/02/kabusoshiki/syokuhinhyouiji/doc/130530 shiryou2-6-1.pdf

Shrimp and crab are distinguished from each other by name to be labelled. “Crustacean” is not used. The
ADMs for shrimp and crab are also distinguished. This is not to narrow consumers’ food choices too much. It is
reported that over 35 per cent of patients with shrimp allergy do not have the symptom of crab allergy (2005
domestic research report).?

So far, the Japanese regulation system has proven to be effective. Notably, more than 20 years have passed
since we set the demarcation of positive/negative in qualitative ADMs at 10ug/g, but regarding this value of
10ug/g, there are not strong opinions that a lower value should be adopted to prevent serious food allergy.
Japan hopes that its experience is helpful anyway to the countries/regions which are going to establish/revise
their system of allergen labelling.

FAO briefly summarizes Japan’s experience below (pp.13-19);
https://www.fao.org/3/cb2868en/ch2868en.pdf

PRECAUTIONARY ALLERGEN LABELLING (relating to AGENDA 5.2)

Japan welcomes that the need to seek advice on standardized analytical methods and sampling from
CCMAS are to be discussed in Agenda 5.2, wishing the information described above also contributes anyhow to
the discussion of Agenda 5.2.

RECOMMENDATIONS
The Committee:

1. Begins the discussion of how ADMs for allergen(s) can be established within each country/region when new
sections 4.2.1.3 and 4.2.1.4 are incorporated into its national/regional legislation.

2 This value refers to the amount of protein deriving from an allergen ingredient within a processed food. It was set as the
minimum value which (i) inspection institutes everywhere in the country can apply with sufficient reliability and accuracy,
and (ii) can be detected in almost all of food products.

3 Japanese Journal of Allergology, 55, 1536-1542 (2006) 41

2. Refers/Considers the experience of member countries/regions who have already implemented ADMs for
allergen(s), including 20 years old Japan's case.
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i?%ﬁj‘&v‘jﬁﬁij—‘ FE HFHE (Mandatory Labelling and Recommended Labelling/Periodic Reassessment)
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FTrLebic, AAMT, ZOBRSGETNICADLE CTHAEINZAEMRERDLARLE L,
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¥ (Detection Methods)

INZTRoTLAY Y (854H) BT 2 HROMERIU T CIEWAZZTEd, (HWLRH Y THAD, HAFEOAEAoTHEY £, )

https://www.caa.go.jp/policies/policy/food_labeling/food_labeling_act/assets/food_labeling_cms201_230414_01.pdf
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FAORFHHIC HAR DR A £ L O TWwE 3, (p13-19) https://www.fao.org/3/cb2868en/cb2868en.pdf
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WES2IC BT A BT LOEMT 2 2L 2LEh b DT,
iR (Recommendations)

L i 2 Y a vA213R A2 LANKE/MIS O ENESA I ARSI, FE/MIBICE VT, Yo ki T LAS VICET 3 AEMREE (authorized detection method) 23T

VENEBEPICOVWTOFEREBRT B &,

2. BRCT L AT VB B AN EREE % E M (implement) L T 2 X VN —[FE/HUB O FRERIC O \WC, 200EDRERZ O AADHIS G0, BRI EET L,

K1 EEREECE, NRET2RMBUIIORBMICHET 5 2 AECHERAIL TL L WBEBEORRIEL 2 2 235250 T, ERREETI0pg/gll LORR L 2o 7258, EMEREE 2 Flv Tl B ISR RN 2 DNATHIR 2 TR L T 5,
X2 BEECOMEHKB T HE, WEARL, Ko THIETE 2R/MEL LTRELTH Y, MTRSTOT LAY v L 3 MBIk 2 v os s EERo 2 b,

3 Japanese Journal of Allergology, 55, 1536-1542 (2006) 42 4 Ex%%m E"JIZWERLT:%(D <3
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30.

31.

T

PROPOSED DRAFT REVISION TO THE GENERAL STANDARD FOR THE LABELLING PRE-PACKAGED
FOODS - PROVISIONS RELEVANT TO ALLERGEN LABELLING (Agenda item 5)%

Conclusion
CCFL47 agreed to the text as proposed by the VIWG.
4.2.1.4

The FAO representative explained the process of how the food allergen list was established by the FAOMWHO
Expert Consultation. The experts reviewed as many foods as possible known to cause allergenic reactions,
including some very rare ones. Based on the available scientific data, the experts narrowed down the list as
showed in Table 17 at page 58 in the FAO/WHO Part 1 report*'°. Based on prevalence, potency and severity
data, the experts performed a sensitivity analysis and investigated prevalence. The experts ranked the food
allergens and found the most appropriate point to categorize the food allergens. Both the priority food allergen
list and the secondary list were established by this process.

32.

CCFL47 noted general support for this section and the comment that to implement 4.2.1.4 effectively, it was
important to have detection methods of analysis readily available for both the competent authority and food

businesses.
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