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Summary

Consumers gather information about the foods they purchase from a wide variety of sources. Family
knowledge, education, the media and advertising all convey messages about different food
characteristics; information may also be found on the food product label. From a health standpoint, the
information on those labels about the nutritional content and health benefits of food is particularly
important. Two types of such information appearing on food products are “nutrition labels” and
"health claims™

By providing information to consumers, nutrition labels and health claims on foods have the potential
to contribute to the achievement of public health objectives. Labelling provides consumers with
information about the nutritional properties of a food and health claims (statements connecting a
food, food component or a nutrient to a state of desired health) provide information to consumers
about the nutritional and health advantages of particular foods or nutrients. Health claims are also a
marketing technique used by food companies.

This review of the global regulatory environment around nutrition labelling and health claims aims to
provide an overview of existing international, regional and national regulations and a description of past
and future regulatory developments. It compiles, categorizes, and tabulates international, regional and
national regulations,and compares differing regulatory systems in 74 countries and areas. It also reviews
regulations on the quantitative declaration of ingredients (information which indicates to consumers
the proportion of healthful and less healthful components of the food product). A secondary objective
is to provide an overview of the different approaches to developing and implementing these
regulations and highlight some of the associated public health issues.

At an international level, nutrition labelling and health claims are contained in the Codex Alimentarius,
a set of international standards, guidelines and related texts for food products developed by the Codex
Alimentarius Commission of the Joint FAO/WHO Food Standards Programme. The aim of the Codex
Alimentarius is to protect consumer health and encourage fair practice in international food trade.
Although the implementation of the Codex Alimentarius is voluntary, the World Trade Organization has
recognized it as a reference in international trade and trade disputes.

The Codex Committee on Food Labelling develops guidelines on nutrition labelling and health claims,
The Committee has developed three standards and guidelines relevant to nutrition labelling: the
General Standard for the Labelling of Prepackaged Foods sets down the underlying principle that
labelling should not be false, deceptive nor misleading; the Guidelines on Nutrition Labelling
recommend that nutrition labelling be voluntary unless a nutrition claim is made; the General Standard
for the Labelling of and Claims for Prepackaged Foods for Special Dietary Use recommends that all foods
for special dietary uses display a nutrition label.

With regard to health claims, the General Guidelines on Claims of the Codex Alimentarius establish the
principle that food should not be presented in a manner that is false, misleading nor deceptive. There
are also Guidelines for Use of Nutrition Claims, but to date, health claims guidelines remain in draft.

Many of the countries and areas reviewed already have regulations requiring some form of nutrition
labelling, with development ongoing in several more. Typical objectives of national labelling
regulations are: to provide consumers with information; to assist consumers in making healthful
choices; and/or to encourage food manufacturers to develop healthful food products. In the greatest
proportion of these countries reviewed nutrition labelling is voluntary unless the food bears a nutrition
claim and/or the food has a special dietary use; this is a reflection of the harmonizing influence of the
Codex Alimentarius. There are, however, many differences between countries on the specifics of

* The study did not include a detailed examination of nutrition claim regulations at the country level. Nor did its remit include
labels and health claims on dietary supplements or "signposting" or "healthier choice" marks made on foods.;
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nutrition labelling. Some countries lack any form of regulation, while an increasing number of countries
require mandatory nutrition labelling. Cost-benefit analyses suggest that savings in health care costs
are relatively greater than the costs incurred by mandatory labelling.

National regulations mandate different label formats. Some countries follow the Codex Alimentarius
recommendations that energy, fat, protein and carbohydrate are listed on a label where a claim is
made, while other require up to 10 nutrients. Codex guidelines now recommend that national
governments should decide whether trans fatty acids should be labelled; more countries are how
choosing this option. Countries also have developed different methods of quantifying the nutrients on
the label.

Labels may create confusion if they are not presented in a format that consumers readily understand.
Although some surveys suggest a high level of understanding, evidence from Europe and North
America indicates that consumers have problems understanding the information conveyed on labels
when presented in certain formats. For example, confusion may arise about the association between
sodium and salt and in interpreting the nutrient quantities on the label.

Research from a wide range of countries suggests that many consumers appreciate nutrition labels and
find them important when making food choices, especially when buying a product for the first time.
People who read labels tend to use them to compare products and find out how much fat and calories
the food contains. Nutrition labels have also been shown to encourage more healthful diets among
people who read the label. A limitation of the application of nutrition labels as a public health tool is
their predominant use amongst certain groups: younger people, women, people with a higher level of
education and those who already have an interest in diet and health. But it has been pointed out that
the benefits can affect the entire population if nutrition labeling regulations encourage food
companies to develop more foods with lower quantities of less healthy nutrients.

Internationally and nationally, the regulation of health claims is in a developmental stage and varies
widely between countries and areas.Regulation is complicated by the fact that there are different types
of health claims. Although the differences between them are distinct, in practice they all lie along a
continuum. The Codex Alimentarius draft guidelines would allow the inclusion of “nutrient function’
“other function’ and “reduction of disease-risk” claims. Among the countries and areas reviewed, the
greatest proportion have no regulations specific to health claims, followed closely by countries that
disallow any reference to disease in a claim. A smail number of countries permit specified “disease
tisk-reduction” claims or “product-specific” health claims, while a larger number allow “nutrient
function” or “other function” claims. Some countries have also implernented regulations on the use of
health claims in advertising, either as an extension of the regulations on the use of health claims in
labelling or within regulations on advertising and/or health.

Although health claims are not yet covered by a Codex standard or guideline, general Codex guidelines
do state that claims should not be misleading. This principle also applies nationally where there are no
regulations specific to health claims, since laws on consumer protection, competition etc. outlaw such
.claims. Yet where there are no regulations that prohibit or permit health claims, many countries have
experienced a proliferation of what are termed “misleading” health claims. These health claims may be
strictly truthful, but can leave consumers unclear about the properties of the product. However,
prohibiting all health claims, or those that refer to diseases, has not proved to be completely effective
in preventing misleading claims. Some consensus has thus emerged amongst scientific and legal
communities that a clear regulatory framework is the solution to reducing the number of vague, con-
fusing and misleading claims.

The draft Codex guidelines state that health claims should only be permitted if they are consistent with
national health policy, supported by scientific evidence, do not imply disease prevention, do not
encourage bad dietary practice and are made in the context of the total diet. There is a general
consensus among regulators that benefits asserted in health claims must be substantiated by
scientific evidence, but this has proved to be a complex area of regulation. Standards of substantiation
can be stringent, such as "general consensus among independent and qualified scientists” and
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“significant scientific agreement’ or more liberal such as “scientific evidence that outweighs opposing
evidence or opinion”or by permitting claims with a qualifier on the label. These differences affect which
health claims are permitted, how fast the permission from the regulatory authorities can be obtained,
as well as the incentive for food companies to file applications to make health claims

There are many other areas of controversy in the regulation of health claims. Health claims that refer
directly to disease are a case in point. The countries that prohibit claims that refer directly to diseases
do so based on the concern that it may imply (incorrectly) that foods can in some way cure, treat or
prevent diseases.To allow claims to refer to the health-promoting, risk-reducing nature of foods, rather
than disease-prevention directly, the concept of “disease risk-reduction" claims has been developed.
This type of claim would be permitted by the current draft of the Codex Alimentarius guidelines on
health claims.

The latest draft of the Codex guidelines on health claims would have applied to advertising as well as
labelling, but controversy around this issue was largely responsible for the rejection of the draft guide-
lines by the Codex Alimentarius Commission. Opposition to the article derived from the belief that
advertising should be regulated differently from labelling. There was, however, considerable support
for the addition of a reference to adve.rtising, on the basis that it was complementary to labelling and
that it was “important to protect consumers against misleading claims!

Commercially, the outcome of the use of health claims has been mixed. Evidence from Europe and the
United States suggests that such claims can increase market share, but there have also been significant
marketplace failures for foods with health claims. Gathering and presenting evidence on the effects of
health claims is a difficult task. While some experts say that health claims have been shown to increase
the sales of more nutritious foods and are consistent with healthy dietary patterns, others say that
there is little evidence that health claims make a positive impact on healthful food choices, and
question whether health claims will improve public health and benefit all sectors of society.

Health claims may encourage the choice of and consumption of healthful products, but may also have
the inadvertent effect of encouraging excessive intake of specific products or nutrients. This potential
problem is often recognized by existing regulations, which mandate that health claims should only be
made “in the context of the total diet” or that “the claimed benefit should arise from the consumption
of a reasonable quantity of a food” Much more controversial, from a regulatory perspective, is the
“nutritional profile” of foods with health claims. Concerns have been raised that placing nutrition or
health claims on foods such as confectionary products and high-salt and high-fat snacks would
encourage greater consumption of those products, thus giving mixed messages about healthy eating.
Several existing and proposed regulations have therefore developed mechanisms to prohibit claims on
foods with a specific nutrition profile, an approach that is often opposed by members of the food
industry on the basis it implies certain foods are “bad" The counter-argument is that health claims
inherently imply that some foods are “good” or "better" and thus should not appear on products that
should be consumed in moderation.

The types of foods permitted to carry health claims varies between countries. Some countries allow
product-specific health claims (those related to a health effect of a specific product rather than a
general food type or nutrient) on the basis that they can benefit public health and promote industry
innovation. However, it has been argued that such claims should not be allowed as they undermine the
general principle that the total diet, not individual foods, is the key to good health. Concerns have also
been expressed by breastfeeding advocates over health claims made for food targeted at infants. A
clause prohibiting such claims is included in the draft Codex guidelines.

The differences in labelling and health claims regulations between countries may require food
exporters to change their labels according to which country they export. As such, nutrition labels and
health claims regulations are potentially trade restrictive. However, under the 1994 Agreement on
Technical Barriers to Trade of the World Trade Organization, governments have to prove they have a
“legitimate objective" for restricting trade due to labelling standards.To date, the Agreement has never
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been used to challenge any national regulation on nutrition labelling or health claims. Although TBT
does not explicitly mandate international harmonization to the Codex, the standards and guidelines
are used as benchmarks to guide and judge national regulations. The Codex acts a regulatory ceiling
beyond which countries should not rise. However, the Codex guidelines on nutrition labelling and draft
guidelines on health claims tend to allow governments a certain degree of flexibility in setting
different national standards. This has the potential to fostetr effective regulation which has been
tailored to fit countries' specific nutritional and cultural circumstances, but also allows countries to set
standards that are more or less stringent than others in certain areas.

Mandatory nutrition labelling is more stringent than the Codex guidelines. Yet officials involved with
the development of such regulations have expressed confidence that mandatory labelling will not be
challenged under international trade laws, since the regulations have "legitimate objectives" of
improved public health and information provision. Brazil did receive a legal compiaint from a trading
partner at the regional trade group, MERCOSUR, after it imposed mandatory nutrition labelling, but dis-
cussions led to agreement that all MERCOSUR countries should mandate nutrition labelling.

Efforts are being made at the regional level to harmonize aspects of nutrition labelling regulations, as
well as those pertaining to health claims, Case law suggests that particularly stringent health claims
regulations will be challenged as a trade barrier; in one country, the requirement that the provision of
health information on foods must be preauthorized has been ruled unnecessarily trade restrictive by
the European Court of Justice.The draft Codex guidelines on the use of health claims aim to harmonize
trade between all countries. it has, however, been suggested (by a minority of Codex delegates and
observers) that a preambular clause in the draft guidelines -- "health claims should be consistent with
national health policy” -- will discourage harmonization. Still, the clause is currently supported by a
majority of delegates on the basis of public health, and may allow governments a certain degree of
flexibility when establishing national regulations.

In conclusion, nutrition labelling can be an effective means of helping consumers to make healthful
food choices, although existing evidence concerning the effect of health claims on diet and public
health is insufficient. Regulations can play a crucial role in enhancing the potential for nutrition
labelling and health claims to promote health. This review shows that countries have many different
approaches to select from when constructing a regulatory framework. To maximise the potential of
nutrition labels and health claims to improve public health, regulations should be developed with
long-term dietary improvements across populations as their underlying goal.

The effectiveness of nutrition labelling and health claims in improving national dietary patterns relies
largely on a motivated and educated public to make healthful choices. This approach has limitations. If
there is to be significant change, action on nutrition labels and health claims need to be part of an
integrated approach that tackles the increasing rates of diet-related non-communicable diseases at a
population level, as well as targeting individuals.
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CAC/GL 23 Page 1 0of 5

GUIDELINES FOR USE OF NUTRITION AND HEALTH CLAIMS
CAC/GL 23-1997, Rev. 1-2004"

Nutrition claims should be consistent with national nutrition policy and support that policy. Only nutrition
claims that support national nutrition policy should be allowed.

Health claims should be consistent with national health policy, including nutrition policy, and support such
policies where applicable. Health claims should be supported by a sound and sufficient body of scientific
evidence to substantiate the claim, provide truthful and non-misleading information to aid consumers in
choosing healthful diets and be supported by specific consumer education. The impact of health claims on
consumers’ eating behaviours and dietary patterns should be monitored, in general, by competent authorities.
Claims of the type described in section 3.4 of the Codex General Guidelines on Claims are prohibited

1. SCOPE

1.1 These guidelines relate to the use of nutrition and health claims in food labelling and, where required by the
authorities having jurisdiction, in advertising.

1.2 These guidelines apply to all foods for which nutrition and health claims are made without prejudice to specific
provisions under Codex standards or Guidelines relating to Foods for Special Dietary Uses and Foods for Special
Medical Purposes.

1.3 These guidelines are intended to supplement the Codex General Guidelines on Claims and do not supersede any
prohibitions contained therein.

1.4 Nutrition and health claims shall not be permitted for foods for infants and young children except where specifically
provided for in relevant Codex standards or national legislation.

2. DEFINITIONS

2.1 Nutrition claim means any representation which states, suggests or implies that a food has particular nutritional
properties including but not limited to the energy value and to the content of protein, fat and carbohydrates, as well as
the content of vitamins and minerals. The following do not constitute nutrition claims:

(a) the mention of substances in the list of ingredients;
(b) the mention of nutrients as a mandatory part of nutrition labelling;

(c) quantitative or qualitative declaration of certain nutrients or ingredients on the label if required by national
legislation.

2.1.1 Nutrient content claim is a nutrition claim that describes the level of a nutrient contained in a food.
(Examples: "source of calcium"; "high in fibre and low in fat";)

2.1.2 Nutrient Comparative claim is a claim that compares the nutrient levels and/or energy value of two or more
foods.

i, ft

(Examples: "reduced"; "less than"; "fewer"; "increased"; "more than".)

2.2 Health claim means any representation that states, suggests, or implies that a relationship exists between a food or
a constituent of that food and health. Health claims include the following:

2.2.1 Nutrient Function Claims - a nutrition claim that describes the physiological role of the nutrient in growth,
development and normal functions of the body.

Example:

“Nutrient A (naming a physiological role of nutrient A in the body in the maintenance of health and promotion of
normal growth and development). Food X is a source of/ high in nutrient A.”

' The Codex Guidelines for Use of Nutrition Claims were adopted by the Codex Alimentarius Commission at its 22" Session (1997)

and amended at its 24" Session (2001). The Guidelines were revised at its 27" Session (2004) with the insertion of provisions for
health claims.
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2.2.2 Other Function Claims - These claims concern specific beneficial effects of the consumption of foods or their
constituents, in the context of the total diet on normal functions or biological activities of the body. Such claims relate
to a positive contribution to health or to the improvement of a function or to modifying or preserving health.

Examples:

“Substance A (naming the effect of substance A on improving or modifying a physiological function or biological
activity associated with health). Food Y contains x grams of substance A.”

2.2.3 Reduction of disease risk claims - Claims relating the consumption of a food or food constituent, in the context of
the total diet, to the reduced risk of developing a disease or health-related condition.

Risk reduction means significantly altering a major risk factor(s) for a disease or health-related condition. Diseases
have multiple risk factors and altering one of these risk factors may or may not have a beneficial effect. The
presentation of risk reduction claims must ensure, for example, by use of appropriate language and reference to other
risk factors, that consumers do not interpret them as prevention claims.

Examples:

A healthful diet low in nutrient or substance A may reduce the risk of disease D. Food X is low in nutrient or
substance A”

“ A healthful diet rich in nutrient or substance A may reduce the risk of disease D. Food X is high in nutrient or
substance A”

3. NUTRITION LABELLING

Any food for which a nutrition or health claim is made should be labelled with a nutrient declaration in accordance with
Section 3 of the Codex Guidelines on Nutrition Labelling.

4. NUTRITION CLAIMS

4.1 The only nutrition claims permitted shall be those relating to energy, protein, carbohydrate, and fat and components
thereof, fibre, sodium and vitamins and minerals for which Nutrient Reference Values (NRVs) have been laid down in
the Codex Guidelines for Nutrition Labelling.

5. NUTRIENT CONTENT CLAIMS

5.1 When a nutrient content claim that is listed in the Table to these Guidelines or a synonymous claim is made, the
conditions specified in the Table for that claim should apply.

5.2 Where a food is by its nature low in or free of the nutrient that is the subject of the claim, the term describing the
level of the nutrient should not immediately precede the name of the food but should be in the form "a low (naming the
nutrient) food" or "a (naming the nutrient)-free food".

6. COMPARATIVE CLAIMS

Comparative claims should be permitted subject to the following conditions and based on the food as sold, taking into
account further preparation required for consumption according to the instructions for use on the label:

6.1 The foods being compared should be different versions of the same food or similar foods. The foods being
compared should be clearly identified.

6.2 A statement of the amount of difference in the energy value or nutrient content should be given. The following
information should appear in close proximity to the comparative claim:

6.2.1 The amount of difference related to the same quantity, expressed as a percentage, fraction, or an absolute amount.
Full details of the comparison should be given.

6.2.2 The identity of the food(s) to which the food is being compared. The food(s) should be described in such a
manner that it (they) can be readily identified by consumers.

6.3 The comparison should be based on a relative difference of at least 25% in the energy value or nutrient content,
except for micronutrients where a 10% difference in the NRV would be acceptable, between the compared foods and a
minimum absolute difference in the energy value or nutrient content equivalent to the figure defined as "low" or as a
"source" in the Table to these Guidelines.

6.4 The use of the word "light" should follow the same criteria as for "reduced" and include an indication of the
characteristics which make the food "light".
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7. HEALTH CLAIMS
7.1 Health claims should be permitted provided that all of the following conditions are met:

7.1.1 Health claims must be based on current relevant scientific substantiation and the level of proof must be sufficient
to substantiate the type of claimed effect and the relationship to health as recognised by generally accepted scientific
review of the data and the scientific substantiation should be reviewed as new knowledge becomes available’. The
health claim must consist of two parts:

1) Information on the physiological role of the nutrient or on an accepted diet-health relationship; followed by

2) Information on the composition of the provduct relevant to the physiological role of the nutrient or the accepted diet-
health relationship unless the relationship is based on a whole food or foods whereby the research does not link to
specific constituents of the food.

7.1.2 Any health claim must be accepted by or be acceptable to the competent authorities of the country where the
product is sold.

7.1.3 The claimed benefit should arise from the consumption of a reasonable quantity of the food or food constituent in
the context of a healthy diet.

7.1.4 If the claimed benefit is attributed to a constituent in the food, for which a Nutrient Reference value is established,
the food in question should be:

(i) - a source of or high in the constituent in the case where increased consumption is recommended,; or,
(ii) - low in, reduced in, or free of the constituent in the case where reduced consumption is recommended.

Where applicable, the conditions for nutrient content claims and comparative claims will be used to determine the

3% ¢

levels for “high”, “low”, “reduced”, and “free”.

7.1.5 Only those essential nutrients for which a Nutrient Reference Value (NRV) has been established in the Codex
Guidelines on Nutrition Labelling or those nutrients which are mentioned in officially recognized dietary guidelines of
the national authority having jurisdiction, should be the subject of a nutrient function claim.

7.2 Health claims should have a clear regulatory framework for qualifying and/or disqualifying conditions for eligibility
to use the specific claim, including the ability of competent national authorities to prohibit claims made for foods that
contain nutrients or constituents in amounts that increase the risk of disease or an adverse health-related condition. The
health claim should not be made if it encourages or condones excessive consumption of any food or disparages good
dietary practice.

7.3 If the claimed effect is attributed to a constituent of the food, there must be a validated method to quantify the food
constituent that forms the basis of the claim.

7.4 The following information should appear on the label or labelling of the food bearing health claims:
7.4.1 A statement of the quantity of any nutrient or other constituent of the food that is the subject of the claim.
7.4.2 The target group, if appropriate.

7.43 How to use the food to obtain the claimed benefit and other lifestyle factors or other dietary sources, where
appropriate.

7.4.4 Tf appropriate, advice to vulnerable groups on how to use the food and to groups, if any, who need to avoid the
food.

7.4.5 Maximum safe intake of the food or constituent where necessary.
7.4.6 How the food or food constituent fits within the context of the total diet.

7.4.7 A statement on the importance of maintaining a healthy diet.

8. CLAIMS RELATED TO DIETARY GUIDELINES OR HEALTHY DIETS
Claims that relate to dietary guidelines or “healthy diets” should be permitted subject to the following conditions:

8.1 Only claims related to the pattern of eating contained in dietary guidelines officially recognized by the
appropriate national authority.

2 Reference to the Scientific Criteria for Health Related Claims being developed by the Codex Committee on

Nutrition and Foods for Special Dietary Uses should be inserted here.
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8.2 Flexibility in the wording of claims is acceptable, provided the claims remain faithful to the pattern of eating
outlined in the dietary guidelines.

8.3  Claims related to a “healthy diet” or any synonymous term are considered to be claims about the pattern of
eating contained in dietary guidelines and should be consistent with the guidelines.

8.4  Foods which are described as part of a healthy diet, healthy balance, etc., should not be based on selective
consideration of one or more aspects of the food. They should satisfy certain minimum criteria for other major
nutrients related to dietary guidelines.

8.5  Foods should not be described as “healthy” or be represented in a manner that implies that a food in and of itself
will impart health.

8.6 Foods may be described as part of a “healthy diet” provided that the label carries a statement relating the food to
the pattern of eating described in the dietary guidelines.
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TABLE OF CONDITIONS FOR NUTRIENT CONTENTS

COMPONENT CLAIM CONDITIONS
NOT MORE THAN
Energy Low 40 keal (170 kJ) per 100 g (solids)
or
20 kcal (80 kJ) per 100 ml (liquids)
Free 4 kcal per 100 m! (liquids)
Fat Low 3 g per 100 g (solids)
1.5 g per 100 ml (liquids)
Free 0.5 g per 100 g (solids) or 100 ml (liquids)
Saturated Fat Low’ 1.5 g per 100 g (solids)
0.75 g per 100 ml (liquids)
and 10% of energy
Free 0.1 g per 100 g (solids)
0.1 g per 100 ml (liguids)
Cholesterol Low’ 0.02 g per 100 g (solids)
0.01 g per 100 ml (liquids)
Free 0.005 g per 100 g (solids)
0.005 g per 100 ml (solids)
and, for both claims, less than:
1.5 g saturated fat per 100 g (solids)
0.75 g saturated fat per 100 ml (liquids)
and 10% of energy of saturated fat
Sugars Free 0.5 g per 100 g (solids)
0.5 g per 100 m! (liquids)
Sodium Low 0.12gper100g
Very Low 0.04 gper100 g
Free 0.005 g per 100g
NoTt LESS THAN
Protein Source 10% of NRV per 100 g (solids)
5% of NRV per 100 ml (liquids)
or 5% of NRV per 100 kcal (12% of NRV per 1 MJ)
or 10% of NRV per serving
2 times the values for “source”
High
Vitamins and Source 15% of NRV per 100 g (solids)
Minerals 7.5% of NRV per100 ml (liquids)
or 5% of NRV per 100 kcal (12% of NRV per 1 MJ)
or 15% of NRV per serving
2 times the value for “source”
High

3

In the case of the claim “low in saturated fat”, trans fatty acids should be taken into account where applicable. This provision

consequentially applies to foods claimed to be “low in cholesterol” and “cholesterol free”.
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GUIDELINES FOR VITAMIN AND MINERAL FOOD SUPPLEMENTS
CAC/GL 55 - 2005

PREAMBLE

Most people who have access to a balanced diet can usually obtain all the nutrients they require
from their normal diet. Because foods contain many substances that promote health, people
should therefore be encouraged to select a balanced diet from food before considering any vitamin
and mineral supplement. In cases where the intake from the diet is insufficient or where
consumers consider their diet requires supplementation, vitamin and mineral food supplements
serve to supplement the daily diet.

1. 1. SCOPE

1.1  These guidelines apply to vitamin and mineral food supplements intended for use in
supplementing the daily diet with vitamins and/or minerals.

1.2 Food supplements containing vitamins and/or minerals as well as other ingredients should
also be in conformity with the specific rules on vitamins and minerals laid down in these
Guidelines.

1.3 These Guidelines apply only in those jurisdictions where products defined in 2.1 are
regulated as foods.

1.4 Foods for special dietary uses as defined in the General Standard for the Labelling of and
Claims for Prepackaged Foods for Special Dietary Uses (CODEX STAN 146-1985) are not
covered by these Guidelines.

2. DEFINITIONS

2.1 Vitamin and mineral food supplements for the purpose of these guidelines derive their
nutritional relevance primarily from the minerals and/or vitamins they contain. Vitamin and
mineral food supplements are sources in concentrated forms of those nutrients alone or in
combinations, marketed in forms such as capsules, tablets, powders, solutions etc., that are
designed to be taken in measured small-unit quantities' but are not in a conventional food form
and whose purpose is to supplement the intake of vitamins and/or minerals from the normal diet.

3. COMPOSITION

3.1 SELECTION OF VITAMINS AND MINERALS

3.1.1 Vitamin and mineral food supplements should contain vitamins/provitamins and minerals
whose nutritional value for human beings has been proven by scientific data and whose status as
vitamins and minerals is recognised by FAO and WHO.

3.1.2 The sources of vitamins and minerals may be either natural or synthetic and their selection
should be based on considerations such as safety and bioavailability. In addition, purity criteria
should take into account FAO/WHO standards, or if FAO/WHO standards are not available,
international Pharmacopoeias or recognized international standards. In the absence of criteria
from these sources, national legislation may be used.

! This refers to the physical forms of the vitamin and mineral food supplements not to the potency of the supplements.
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3.1.3 Vitamin and mineral food supplements may contain all vitamins and minerals that comply
with the criteria in 3.1.1, a single vitamin and/or mineral or an appropriate combination of
vitamins and/or minerals.

3.2 Contents of vitamins and minerals

3.2.1 The minimum level of each vitamin and/or mineral contained in a vitamin and mineral
food supplement per daily portion of consumption as suggested by the manufacturer should
be 15% of the recommended daily intake as determined by FAO/WHO.

3.2.2 Maximum amounts of vitamins and minerals in vitamin and mineral food supplements
per daily portion of consumption as recommended by the manufacturer shall be set, taking the
following criteria into account:

(a) upper safe levels of vitamins and minerals established by scientific risk assessment based
on generally accepted scientific data, taking into consideration, as appropriate, the varying
degrees of sensitivity of different consumer groups;

(b) the daily intake of vitamins and minerals from other dietary sources.

When the maximum levels are set, due account may be taken of the reference intake values of
vitamins and minerals for the population. This provision should not lead to setting of maximum levels
that are solely based on recommended nutrient intakes (e. g. Population Reference Intake or
Recommended Daily Allowance values).

4. PACKAGING

4.1 The product shall be packed in containers which will safeguard the hygienic and other
qualities of the food.

4.2 The containers, including packaging material, shall be made only of substances which are
safe and suitable for their intended use. Where the Codex Alimentarius Commission has
established a standard for any such substance used as packaging material, that standard shall

apply.

S. LABELLING

5.1  Vitamin and mineral food supplements should be labelled according to the Codex Standard
for the Labelling of Prepackaged Foods (Codex-Stan 1-1985, Rev. 1-1991) as well as according to
the General Guidelines on Claims (CAC/GL 1-1979).

5.2 The name of the product shall be “food supplement” with an indication of the category(ies)
of nutrients or of the individual vitamin(s) and/or mineral(s) contained in the product as the case
may be.

5.3 The amount of the vitamins and minerals present in the product should be declared in the
labelling in numerical form. The units to be used should be units of weight consistent with the
Codex Guidelines on Nutrition Labelling (CAC/GL 2-1985 Rev.1-1993).

5.4  The amounts of the vitamins and minerals declared should be those per portion of the product
as recommended for daily consumption and if different, the amount per unit for single use may also
be given.
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5.5 Information on vitamins and minerals should also be expressed as a percentage of the
nutrient reference values mentioned, as the case may be, in the Codex Guidelines on Nutrition
Labelling.

5.6 The label should indicate how the product should be used (quantity, frequency, special
conditions).

5.7 The label shall contain advice to the consumer not to exceed the maximum one-day amount.

5.8 The label should not state or imply that supplements can be used for the replacement of
meals or a varied diet.

5.9 The label shall contain a statement that the product should be stored out of reach of young
children.
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GUIDELINES ON NUTRITION LABELLING
CAC/GL 2-1985 (Rev. I - 1993) '

PURPOSE OF THE GUIDELINES
To ensure that nutrition labelling is effective:
¢ In providing the consumer with information about a food so that a wise choice of food can be made;
s inproviding a means for conveying information of the nutrient content of a food on the label,
» in encouraging the use of sound nutrition principles in the formulation of foods which would benefit public health;
s in providing the opportunity to include supplementary nutrition information on the label.

To ensure that nutrition labelling does not describe a product or present information about it which is in any way false,
misleading, deceptive or insignificant in any manner.

To ensure that no nutritional claims are made without nutrition labelling.

' The Codex Guidelines on Nutrition Labelling were adopted by the Codex Alimentarius Commission at its 16th Session, 1985.

The Nutrient Reference Values for Food Labelling Purposes in Section 3.4.4 were amended by the 20" Session of the
Commission (1993). Section 3.2 Listing of Nutrients and Section 3.4 Presentation of Nutrient Contents were amended by the
26" Session of the Commission (2003).
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PRINCIPLES FOR NUTRITION LABELLING
A. NUTRIENT DECLARATION

- Information supplied should be for the purpose of providing consumers with a suitable profile of nutrients
contained in the food and considered to be of nutritional importance. The information should not lead
consumers to believe that there is exact quantitative knowledge of what individuals should eat in order to
maintain health, but rather to convey an understanding of the quantity of nutrients contained in the product. A
more exact quantitative delineation for individuals is not valid because there is no meaningful way in which
knowledge about individual requirements can be used in labelling.

B. SUPPLEMENTARY NUTRITION INFORMATION

- The content of supplementary nutrition information will vary from one country to another and within any
country from one target population group to another according to the educational policy of the country and the
needs of the target groups.

C. NUTRITION LABELLING

- Nutrition labelling should not deliberately imply that a food which carries such labelling has necessarily any
nutritional advantage over a food which is not so labelled.

1. SCOPE

1.1 These guidelines recommend procedures for the nutrition labelling of foods.

1.2 These guidelines apply to the nutrition labelling of all foods. For foods for special dietary uses, more detailed
provisions may be developed.

2. DEFINITIONS
For the purpose of these guidelines:

2.1 Nutrition labelling is a description intended to inform the consumer of nutritional properties of a food.
2.2 Nutrition labelling consists of two components:

(2)  nutrient declaration;

(b)  supplementary nutrition information.

23 Nuwrition declaration means a standardized statement or listing of the nutrient content of a food.

2.4 Nutrition claim means any representation which states, suggests or implies that a food has particular nutritional
properties including but not limited to the energy value and to the content of protein, fat and carbohydrates, as well as
the content of vitamins and minerals. The following do not constitute nutrition claims:

(a)  the mention of substances in the list of ingredients;
(b)  the mention of nutrients as a mandatory part of nutrition labelling;

(c)  quantitative or qualitative declaration of certain nutrients or ingredients on the label if required by national
legislation.

2.5 Nutrient means any substance normally consumed as a constituent of food:

(a)  which provides energy; or

(b)  which is needed for growth, development and maintenance of life; or

(¢)  adeficit of which will cause characteristic bio-chemical or physiological changes to occur.
2.6 Sugars means all mono-saccharides and di-saccharides present in food.

2.7  Dietary fibre means edible plant and animal material not hydrolysed by the endogenous enzymes of the human
digestive tract as determined by the agreed upon method. '

2.8  Polyunsaturated fatty acids means fatty acids with cis-cis methylene interrupted double bonds.
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3. NUTRIENT DECLARATION

3.1  APPLICATION OF NUTRIENT DECLARATION
3.1.1 Nutrient declaration should be mandatory for foods for which nutrition claims,as defined in Section 2.4, are
made.

3.1.2 Nutrient declaration should be voluntary for all other foods.

3.2 LISTING OF NUTRIENTS
3.2.1 Where nutrient declaration is applied, the declaration of the following should be mandatory:

3.2.1.1Energy value; and
3.2.1.2The amounts of protein, available carbohydrate (i.e., carbohydrate excluding dietary fibre) and fat; and
3.2.1.3The amount of any other nutrient for which a nutrition or health claim is made; and

3.2.1.4The amount of any other nutrient considered to be relevant for maintaining a good nutritional status, as required
by national legislation or national dietary guidelines.

3.2.2 When a voluntary declaration of specific nutrient, in addition to those listed in section 3.2.1, is applied, national
legislation may require the mandatory declaration of the amount of any other nutrients considered relevant for
maintaining a good nutritional status.

3.2.3 Where a specific nutrition or health claim is applied, then the declaration of the amount of any other nutrient
considered relevant for maintaining a good nutritional status as required by national legislation or national dietary
guidelines should be mandatory.

3.2.4 Where a claim is made regarding the amount and/or the type of carbohydrate, the amount of total sugars should be
listed in addition to the requirements in Section 3.2.1. The amounts of starch and/or other carbohydrate constituent(s) may
also be listed. Where a claim is made regarding the dietary fibre content, the amount of dietary fibre should be declared.

3.2.5 Where a claim is made regarding the amount and/or type of fatty acids or the amount of cholesterol, the amounts of
saturated fatty acids, monounsaturated fatty acids and polyunsaturated fatty acids and cholesterol should be declared, and
the amount of trans fatty acid may be required according to national legislation, in addition to the requirements of Section
3.2.1 and in accordance with Section 3.4.7.

3.2.6 In addition to the mandatory declaration under 3.2.1, 3.2.3 and 3.2.4 vitamins and minerals may be listed in
accordance with the following criteria:

3.2.6.1 Only vitamins and minerals for which recommended intakes have been established and/or which are of nutritional
importance in the country concerned should also be declared.

3.2.6.2When nutrient declaration is applied, vitamins and minerals which are present in amounts less than 5% of the
Nutrient Reference Value or of the officially recognized guidelines of the national authority having jurisdiction per 100
g or 100 ml or per serving as quantified on the label should not be declared.

3.2.7 In the case where a product is subject to labelling requirements of a Codex standard, the provisions for nutrient
declaration set out in that standard should take precedence over but not conflict with the provisions of Sections 3.2.1 to
3.2.6 of these Guidelines.

3.3  CALCULATION OF NUTRIENTS

3.3.1 Calculation of Energy
The amount of energy to be listed should be calculated by using the following conversion factors:

Carbohydrates 4 keal/lg - 17 kJ
Protein 4 keal/lg - 17 kJ
Fat 9 kcal/g - 37 kJ
Alcohol (Ethanol) 7 keal/g - 29 kJ
Organic acid 3 keal/lg- 13 kJ

3.3.2 Calculation of Protein
The amount of protein to be listed should be calculated using the formula:

Protein = Total Kjeldahl Nitrogen x 6.25
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