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2.1.1

2.1.2

2.2
2.2.1
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SCOPE

This standard applies to foods for special dietary uses that have been formulated, processed or prepared to
meet the special dietary needs of people intolerant to gluten.

Foods for general consumption which by their nature are suitable for use by people with gluten intolerance
may indicate such suitability in accordance with the provisions of Section 4.3.

DESCRIPTION

Definitions

The products covered by this standard are described as follows:
Gluten-free foods

Gluten-free foods are dietary foods

a) consisting of or made only from one or more ingredients which do not contain wheat (i.e. all Triticum
species, such as durum wheat, spelt, and khorasan wheat, which is also marketed under different
trademarks such as KAMUT), rye, barley, oats?* or their crossbred varieties, and the gluten level does
not exceed 20 mg/kg in total, based on the food as sold or distributed to the consumer, and/or

b) consisting of one or more ingredients from wheat (i.e. all Triticum species, such as durum wheat,
spelt, and khorasan wheat, which is also marketed under different trademarks such as KAMUT), rye,
barley, oats® or their crossbred varieties, which have been specially processed to remove gluten, and
the gluten level does not exceed 20 mg/kg in total, based on the food as sold or distributed to the
consumer.

Foods specially processed to reduce gluten content to a level above 20 up to 100 mg/kg

These foods consist of one or more ingredients from wheat (i.e., all Triticum species, such as durum wheat,
spelt, and khorasan wheat, which is also marketed under different trademarks such as KAMUT), rye, barley,
oats! or their crossbred varieties, which have been specially processed to reduce the gluten content to a
level above 20 up to 100 mg/kg in total, based on the food as sold or distributed to the consumer.

Decisions on the marketing of products described in this section may be determined at the national level.
Subsidiary Definitions
Gluten

For the purpose of this standard, "gluten” is defined as a protein fraction from wheat, rye, barley, oats?! or
their crossbred varieties and derivatives thereof, to which some persons are intolerant and that is insoluble in
water and 0.5M NaCl.

2.2.2 Prolamins

3.2

3.3

34

Prolamins are defined as the fraction from gluten that can be extracted by 40 - 70% of ethanol. The prolamin
from wheat is gliadin, from rye is secalin, from barley hordein and from oats?! avenin.

It is however an established custom to speak of gluten sensitivity. The prolamin content of gluten is generally
taken as 50%.

ESSENTIAL COMPOSITION AND QUALITY FACTORS

For products referred to in 2.1.1 a) and b), the gluten content shall not exceed 20 mg/kg in the food as sold
or distributed to the consumer.

For products referred to in 2.1.2 the gluten content shall not exceed 100 mg/kg in the food as sold or
distributed to the consumer.

Products covered by this standard substituting important basic foods, should supply approximately the same
amount of vitamins and minerals as the original foods they replace.

The products covered by this standard shall be prepared with special care under Good Manufacturing
Practice (GMP) to avoid contamination with gluten.

1 Oats 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.
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LABELLING

In addition to the general labelling provisions contained in the General Standard for the Labelling of
Prepackaged Foods (CXS 1-1985) and the General Standard for the Labelling of and Claims for
Prepackaged Foods for Special Dietary Uses (CXS 146-1985), and any specific labelling provisions set out
in a Codex standard applying to the particular food concerned, the following provisions for the labelling of
“gluten-free foods” shall apply:

The term "gluten-free" shall be printed in the immediate proximity of the name of the product in the case of
products described in section 2.1.1.

The labelling of products described in section 2.1.2 should be determined at the national level. However
these products must not be called gluten-free. The labelling terms for such products should indicate the true
nature of the food, and shall be printed in the immediate proximity of the name of the product.

A food which, by its nature, is suitable for use as part of a gluten-free diet, shall not be designated “special
dietary”, “special dietetic” or any other equivalent term. However, such a food may bear a statement on the
label that “this food is by its nature gluten-free” provided that it complies with the essential composition
provisions for gluten-free as set out in section 3.1 and provided that such a statement does not mislead the
consumer. More detailed rules in order to ensure that the consumer is not misled may be determined at the

national level.
METHODS OF ANALYSIS AND SAMPLING
General outline of the methods

e The quantitative determination of gluten in foods and ingredients shall be based on an immunologic
method or other method providing at least equal sensitivity and specificity.

e The antibody used should react with the cereal protein fractions that are toxic for persons intolerant to
gluten and should not cross-react with other cereal proteins or other constituents of the foods or
ingredients.

e Methods used for determination should be validated and calibrated against a certified reference
material, if available.

e The detection limit has to be appropriate according to the state of the art and the technical standard. It
should be 10 mg gluten/kg or below.

e The qualitative analysis that indicates the presence of gluten shall be based on relevant methods (e.g.
ELISA-based methods, DNA methods).

Method for determination of gluten

Enzyme-linked Immunoassay (ELISA) R5 Mendez Method.
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U.S. Food and Drug Administration
Protecting and Promoting Your Health ,

Foods Labeled Gluten-Free Must Now Meet FDA's Definition

CFSAN Constituent Update

August 5, 2014

As of today, all foods labeled gluten-free must meet all requirements of the gluten-free'labeling final rule o
(hitp://web.archive.org/web/20140820191218/http://www.fda.qgov/INewsEvents/Newsroom/PressAnnouncements/ucm363474.htm) published in August 2013.

The requirements apply to packaged foods labeled on or after today. FDA recognizes that mariy foods currently labeled as gluten-free may already meet the new federal
definition. However, consumers should be aware that there may be some products still on store shelves that were produced and labeled before the compliance date for
FDA’s rule.

Today’s compliance date was established in the final rule one year ago to allow the food industry sufficient time fo make changes needed in the formulation or labeling of
their foods that voluntarily bear a gluten-free claim in the United States.

The final rule provides a uniform standard deﬁnition to help consumers with celiac disease manage a gluten-free diet. Gluten-free foods must contain less than 20 parts
per million (ppm) gluten. Foods may be labeled “gluten-free” if they are inherently gluten free; or do not contain an ingredient that is: 1) a gluten-containing grain (e.g., spelt
wheat); 2) derived from a gluten-containing grain that has not been processed to remove gluten (e.g., wheat flour); or 3) derived from a gluten-containing grain that has
been processed to remove gluten (e.g., wheat starch), if the use of that ingredient results in the presence of 20 ppm or more gluten in the food.

On June 25, 2014, the FDA issued a guide for small food businesses to help them comply with the final rule's requirements. FDA will continue to work with, educate and
monitor industry on the use of the gluten-free claim.

Outreach will be conducted to assist the industry, as needed, to ensure that the provisions of the rule are fully understood. [n addition, FDA will use its existing compliance
and enforcement tools, such as inspection, laboratory analysis, warning letters, seizure, and injunction, to ensure that the use of the claim on food packages complies with
the definition.

FDA recognizes that people with celiac disease are also interested in being able to identify gluten free foods served in restaurants and other retail establishments that
serve prepared foods to customers. The gluten-free final rule applies to packaged foods, which may be sold in some retail and food-service establishments such as some
carry-out restaurants. Given the public health significance of “gluten-free” labeling, FDA says that restaurants and other establishments making a gluten-free claim on their
menus should be consistent with FDA’s definition. State and local governments play an important role in oversight of these establishments

We look forward to working with the states, the restaurant industry and other stakeholders to support education and outreach on the appropriate use of the term gluten-
free. .

For additional information: www.fda.gov/gluten-freelabeling

(http:/iweb. archlve org/web/20140820191218/http:/iwww.fda. qovlFoodIGu:danceR egula tlonIGu:danceDocumentsRequIatorvlnformatlonIAllergenslucm362510 htm)
|
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URL http://www.fda.gov/Food/NewsEvents/ConstituentUpdates/ucm40786
7.htm

T107-6122 HEREFEBXIRIR 5-2-20 7R/ (—TE)L220E TEL 03-6234-1166 FAX 03-
3584-7390

Copyright © 2006 - 2014 Food Safety Commission. All Right Reserved.
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31.7.2014 Official Journal of the European Union L 228/5

COMMISSION IMPLEMENTING REGULATION (EU) No 828/2014
of 30 July 2014

on the requirements for the provision of information to consumers on the absence or reduced
presence of gluten in food

(Text with EEA relevance)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011
on the provision of food information to consumers ('), and in particular Article 36(3)(d) thereof,

Whereas:

(1) People with coeliac disease suffer from a permanent intolerance to gluten. Wheat (i.e. all Triticum species, such as
durum wheat, spelt, and khorasan wheat), rye and barley have been identified as grains that are scientifically
reported to contain gluten. The gluten present in those grains can cause adverse health effects to people intolerant
to gluten and therefore its consumption should be avoided by such people.

(2)  Information on the absence or reduced presence of gluten in food should help people intolerant to gluten to iden-
tify and choose a varied diet when eating inside or outside the home.

(3)  Commission Regulation (EC) No 41/2009 (3 sets out harmonised rules on the information provided to con-
sumers on the absence (‘gluten-free’) or reduced presence of gluten (‘very low gluten’) in food. The rules of that
Regulation are based on scientific data and guarantee that consumers are not misled or confused by information
provided on a divergent basis on the absence or reduced presence of gluten in food.

(4)  In the context of the revision of the legislation on foodstuffs intended for particular nutritional uses Regulation
(EU) No 609/2013 of the European Parliament and of the Council (%) repeals Regulation (EC) No 41/2009 from
20 July 2016. It should be ensured that, after that date, the provision of information on the absence or reduced
presence of gluten in food continues to be based on the relevant scientific data and is not provided on a divergent
basis which could mislead or confuse the consumers, in accordance with the requirements laid down in
Article 36(2) of Regulation (EU) No 1169/2011. It is therefore necessary that uniform conditions for the applica-
tion of these requirements to food information provided by food business operators on the absence or reduced
presence of gluten in food are maintained in the Union and these conditions should be based on Regulation (EC)
No 41/2009.

(5)  Certain foods have been specially produced, prepared and/or processed to reduce the gluten content of one or
more gluten-containing ingredients or to substitute the gluten-containing ingredients with other ingredients natu-
rally free of gluten. Other foods are made exclusively from ingredients that are naturally free of gluten.

(6)  The removal of gluten from gluten-containing grains presents considerable technical difficulties and economic
constraints and therefore the manufacture of totally gluten-free food when using such grains is difficult. Conse-
quently, many foods especially processed to reduce the gluten content of one or more gluten-containing ingredi-
ents on the market may contain low residual amounts of gluten.

() OJL 304,22.11.2011,p. 18.

(*) Commission Regulation (EC) No 41/2009 of 20 January 2009 concerning the composition and labelling of foodstuffs suitable for
people intolerant to gluten (O] L 16, 21.1.2009, p. 3).

() Regulation (EU) No 609/2013 of the European Parliament and of the Council of 12 June 2013 on food intended for infants and young
children, food for special medical purposes, and total diet replacement for weight control and repealing Council Directive 92/52/EEC,
Commission Directives 96/8/EC, 1999/21/EC, 2006/125/EC and 2006/141/EC, Directive 2009/39/EC of the European Parliament and
of the Council and Commission Regulations (EC) No 41/2009 and (EC) No 953/2009 (OJ L 181, 29.6.2013, p. 35).
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(7)  Most people with intolerance to gluten can include oats in their diet without adverse effect on their health. This is
an issue of ongoing study and investigation by the scientific community. However, a major concern is the
contamination of oats with wheat, rye or barley that can occur during grain harvesting, transport, storage and
processing. Therefore, the risk of gluten contamination in products containing oats should be taken into consid-
eration with regard to the relevant information provided on those food products by food business operators.

(8)  Different people with intolerance to gluten may tolerate variable small amounts of gluten within a restricted
range. In order to enable individuals to find on the market a variety of foodstuffs appropriate for their needs and
for their level of sensitivity, a choice of products should be possible with different low levels of gluten within
such a restricted range. It is important, however, that the different products are properly labelled in order to
ensure their correct use by people intolerant to gluten with the support of information campaigns fostered in the
Member States.

(9) It should be possible for a food which is specially produced, prepared and/or processed to reduce the gluten
content of one or more gluten-containing ingredients or to substitute the gluten-containing ingredients with
other ingredients naturally free of gluten to bear terms indicating either the absence (‘gluten-free’) or reduced
presence (‘very low gluten’) of gluten in accordance with the provisions laid down in this Regulation. It should
also be possible for this food to bear a statement informing consumers that it is specifically formulated for
people intolerant to gluten.

(10) It should also be possible for a food containing ingredients naturally free of gluten to bear terms indicating the
absence of gluten, in accordance with the provisions laid down in this Regulation and provided that the general
conditions on fair information practices set out in Regulation (EU) No 1169/2011 are complied with. In particu-
lar, food information should not be misleading by suggesting that the food possesses special characteristics when
in fact all similar foods possess such characteristics.

(11) Commission Directive 2006/141/EC (') prohibits the use of ingredients containing gluten in the manufacture
of infant formulae and follow-on formulae. Therefore, the use of the statements ‘very low gluten’ or ‘gluten-free’
when providing information on such products should be prohibited given that pursuant to the present Regu-
lation, these statements are used for indicating respectively a content of gluten not exceeding 100 mg/kg
and 20 mg/kg.

(12) The Codex Standard for Foods for Special Dietary Use for Persons Intolerant to Gluten (?) should be taken appro-
priately into consideration for the purposes of this Regulation.

(13) The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on
the Food Chain and Animal Health,

HAS ADOPTED THIS REGULATION:
Article 1
Scope and subject matter

This Regulation applies to the provision of information to consumers on the absence or reduced presence of gluten in
food.

(") Commission Directive 2006/141/EC of 22 December 2006 on infant formulae and follow-on formulae and amending Directive
1999/21/EC (O] L 401, 30.12.2006, p. 1).
() CODEX STAN 118-1979.
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Article 2
Definitions

For the purposes of this Regulation, the following definitions shall apply:

(a) ‘gluten’ means a protein fraction from wheat, rye, barley, oats or their crossbred varieties and derivatives thereof, to
which some persons are intolerant and which is insoluble in water and 0,5 M sodium chloride solution;

(b) ‘wheat’ means any Triticum species.

Article 3
Information to consumers
1. Where statements are used to provide information to consumers on the absence or reduced presence of gluten in
food, such information shall be given only through the statements and in accordance with the conditions set out in the

Annex.

2. The food information referred to in paragraph 1 may be accompanied by the statements ‘suitable for people intol-
erant to gluten’ or ‘suitable for coeliacs’.

3. The food information referred to in paragraph 1 may be accompanied by the statements ‘specifically formulated

for people intolerant to gluten’ or ‘specifically formulated for coeliacs if the food is specially produced, prepared and/or
processed to:

(a) reduce the gluten content of one or more gluten-containing ingredients; or

(b) substitute the gluten-containing ingredients with other ingredients naturally free of gluten.
Article 4

Infant formulae and follow-on formulae

The provision of food information on the absence or reduced presence of gluten in infant formulae and follow-on
formulae as defined in Directive 2006/141/EC shall be prohibited.

Article 5
Entry into force and application

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the
European Union.

It shall apply from 20 July 2016.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 30 July 2014.

For the Commission
The President
José Manuel BARROSO
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ANNEX

Statements on the absence or reduced presence of gluten in food that are allowed to be made and
conditions thereof

A. General requirements
GLUTEN-FREE
The statement ‘gluten-free’ may only be made where the food as sold to the final consumer contains no more than
20 mg/kg of gluten.
VERY LOW GLUTEN

The statement ‘very low gluten’ may only be made where the food, consisting of or containing one or more ingredi-
ents made from wheat, rye, barley, oats or their crossbred varieties which have been specially processed to reduce the
gluten content, contains no more than 100 mg/kg of gluten in the food as sold to the final consumer.

B. Additional requirements for food containing oats

Oats contained in a food presented as gluten-free or very low gluten must have been specially produced, prepared
andfor processed in a way to avoid contamination by wheat, rye, barley, or their crossbred varieties and the gluten
content of such oats cannot exceed 20 mg/kg.
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"Leaky gut syndrome"

“Leaky gut syndrome" is a proposed condition some health
practitioners claim is the cause of a wide range of long-term
conditions, including chronic fatigue syndrome (Link:
https://www.nhs.uk/conditions/chronic-fatigue-syndrome-cfs/)
and multiple sclerosis (MS) (Link:
https://www.nhs.uk/conditions/multiple-sclerosis/).

Proponents of "leaky gut syndrome" claim that many symptoms and
conditions are caused by the immune system reacting to germs,
toxins or other substances that have been absorbed into the
bloodstream via a porous ("leaky") bowel.

While it's true that some conditions and medications can cause a
"leaky" gut (what scientists call increased intestinal permeability), there
is currently little evidence to support the theory that a porous bowel

is the direct cause of any significant, widespread problem:s.

There is also little evidence that the "treatments” some people claim
help to reduce bowel leakiness, such as nutritional supplements and
herbal remedies, have any beneficial effect for most of the conditions
they supposedly help.

(Link:)
What can cause a "leaky" bowel?

The inside of the bowel is lined by a single layer of cells that make up
the mucosal barrier (the barrier between the inside of the gut and the
rest of the body).

This barrier is effective at absorbing nutrients, but prevents most large
molecules and germs passing from inside the bowel into the
bloodstream and potentially causing widespread symptoms.

In some circumstances, this barrier can become less effective and
"leaky", although this in itself is not generally thought to be
sufficient to cause serious problems.
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Alcohol and certain painkillers

Alcohol, aspirin (Link: https://www.nhs.uk/conditions/aspirin/) and non-
steroidal anti-inflammatory drugs (NSAIDs) (Link:
https://www.nhs.uk/conditions/nsaids/) such as ibuprofen (Link:
https://www.nhs.uk/conditions/ibuprofen/) are well-known irritants of
the bowel lining. They can damage the seals between cells, allowing
some substances to pass through the gaps and into the bloodstream.

Gastroenterologists (specialists in gut conditions) generally agree that
these irritants don't usually cause anything more than just mild
inflammation of a particular area of the bowel.

This will usually cause no obvious symptoms and will improve over time
if you stop taking the medication or stop drinking alcohol. At the very
worst, the inflammation might be bad enough to occasionally cause
ulcers in the bowel lining.

Certain conditions and treatments

The following conditions and treatments can also damage the seals in
the bowel lining:

¢ inflammatory bowel diseases (Link:
https://www.nhs.uk/conditions/inflammatory-bowel-disease/) — such as
Crohn's disease (Link: https://www.nhs.uk/conditions/crohns-disease/)

¢ infections of the intestines — such as salmonella (Link:
https://www.nhs.uk/conditions/salmonella/), norovirus (Link:
https://www.nhs.uk/conditions/norovirus/) and giardiasis (Link:
https://www.nhs.uk/conditions/giardiasis/)

e coeliac disease (Link: https://www.nhs.uk/conditions/coeliac-disease/)

e chemotherapy (Link:
https://www.nhs.uk/conditions/chemotherapy/) medicines

e chronic kidney disease (Link: https://www.nhs.uk/conditions/kidney-

disease/)

e radiotherapy (Link: https://www.nhs.uk/conditions/radiotherapy/) to
the abdomen (tummy)

e immunosuppressants (medicines that weaken the immune system)
e HIV/AIDS (Link: https://www.nhs.uk/conditions/hiv-and-aids/)
e cystic fibrosis (Link: https://www.nhs.uk/conditions/cystic-fibrosis/)
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e type 1 diabetes (Link: https://www.nhs.uk/conditions/type-1-diabetes-
old/)

¢ sepsis (Link: https://www.nhs.uk/conditions/sepsis/)

e complicated surgery

Generally, even in these situations treatment for a "leaky" bowel isn't
necessary. However, under certain circumstances people with Crohn's
disease, for example, may benefit from a liquid diet to reduce bowel
inflammation, which also improves the leaky bowel (read more about
treating Crohn's disease (Link: https://www.nhs.uk/conditions/crohns-
disease/treatment/)).

(Link:)
The "leaky gut syndrome" theory

Exponents of "leaky gut syndrome" — largely practitioners of
complementary and alternative medicine (Link:
https://www.nhs.uk/conditions/complementary-and-alternative-
medicine/) — believe the bowel lining can become irritated and leaky as
the result of a much wider range of factors, including an overgrowth of
yeast or bacteria in the bowel, a poor diet and the overuse of
antibiotics (Link: https:/www.nhs.uk/conditions/antibiotics/).

They believe that undigested food particles, bacterial toxins and germs
can pass through the "leaky" gut wall and into the bloodstream,
triggering the immune system and causing persistent inflammation
throughout the body. This, they say, is linked to a much wider range of
health problems, including:

e food allergies (Link: https://www.nhs.uk/conditions/food-allerqy/)

e migraine (Link: https://www.nhs.uk/conditions/migraine/)

¢ tiredness and chronic fatigue syndrome (Link:
https://www.nhs.uk/conditions/chronic-fatigue-syndrome-cfs/)

e asthma (Link: https://www.nhs.uk/conditions/asthma/)

e |lupus (Link: https://www.nhs.uk/conditions/lupus/), rheumatoid
arthritis (Link: https://www.nhs.uk/conditions/rheumatoid-arthritis/)
and multiple sclerosis (MS) (Link:
https://www.nhs.uk/conditions/multiple-sclerosis/)

¢ skin conditions such as scleroderma (Link:
https://www.nhs.uk/conditions/scleroderma/) and eczema (Link:
https://www.nhs.uk/conditions/Eczema-(atopic)/Pages/Introduction.aspx)
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e autism (Link: https://www.nhs.uk/conditions/autism/)

However, there is currently little evidence to suggest these conditions
are in fact caused by having a leaky gut.

Promoted products

Many different "treatments" have been suggested by people who
promote the idea of leaky gut syndrome, including diet books,
nutritional supplements (containing probiotics (Link:
https://www.nhs.uk/conditions/probiotics/), for example), herbal
remedies, gluten-free foods and other special diets, such as a low
FODMAP, low sugar or antifungal diet.

However, you should be wary of treatments offered by people who
claim to be able to "cure leaky gut syndrome", as there is little scientific
evidence to suggest they are beneficial for many of the conditions they
are claimed to help.

Some of the dietary changes suggested for "leaky gut syndrome" (such
as a low FODMAP diet) can help people with irritable bowel syndrome
(IBS) (Link: https://www.nhs.uk/conditions/irritable-bowel-syndrome-
ibs/), but these seem to work irrespective of the presence of a "leaky"
gut.

Generally, eliminating foods from the diet is not a good idea unless it's
strictly necessary (for example, if you have coeliac disease (Link:
https://www.nhs.uk/conditions/coeliac-disease/)) and done on the advice
of a healthcare professional, as it can lead to nutritional deficiencies.

(Link:)
Advice and further information

If you have symptoms that are not explained by a diagnosis, it may help
to read the topic on medically unexplained symptoms (Link:
https://www.nhs.uk/conditions/medically-unexplained-symptoms/). Such
mystery symptoms are surprisingly common, accounting for up to a fifth
of all GP consultations in the UK.

If you have been diagnosed with a particular health condition, you can
look it up in our A-Z index of treatments and conditions (Link:
https://www.nhs.uk/conditions/), where you will find reliable, evidence-
based information about its treatment.
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Generally, it is wise to view "holistic" and "natural health" websites
with scepticism — do not assume that the information they provide is
correct or based on scientific facts or evidence.

Page last reviewed: 9 March 2018
Next review due: 9 March 2021
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