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Background

In May 2001, the European Commission published the above-mentioned document on
the Internet. This offers all interested parties an opportunity to set out their views and
influence the content of future legislative proposals by the Commission within this field.
The Commission has in particular asked for comments on definitions, the conditions
under which claims may be made, and the type of evaluation and authorisation system for
claims.

Sweden's reasoned assessment

Sweden welcomes this discussion paper on nutrition claims and functional claims, and
would in this connection like to focus on certain issues from a more general viewpoint
against the background of its own experience within this field. Any references below to
e.g. point 23, points 41–45 relate to the section numbering in document
SANCO/2001/1341.

While Sweden understands the Commission’s choice of subjects covered, it would like to
draw attention to the rapid developments taking place in this field and stress how
important it is to also initiate, as soon as possible, a broad debate onhealth claims
(including enhanced function claims and disease risk reduction claims).

Main issues

Sweden has identified the following issues raised in the document as the most important
for further consideration:

1. scope;

2. definitions;

3. presentation of claims;

4. conditions governing the use of claims;

5. evaluation and authorisation procedures.

Many of the questions dealt with in this document are considered in detail in the
TemaNord reportNutrition Claims for Foods(1995:651). A summary with general points
raised in the report are attached.
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Referral for consideration

The document has been sent to the relevant authorities, consumer organisations,
commerce and industry etc. for their consideration. Of the 27 bodies approached, 11 have
given their comments. No response has been received from any consumer organisations
up to now. The points raised by those bodies which responded are very much in
accordance with each other and have been incorporated into Sweden's comments below.

General points

Box on page 2 and Introduction (points 1–5)

Sweden would first of like to state that it very much welcomes this initiative, which is
urgently required in order to harmonise/standardise the rules on claims within the EU. As
pointed out in the document, this is essential both from consumers' and producers' points
of view.

1. Scope

First of all, thescopeof the rules must be laid down. It is stated in the document thatall
foodstuffs are covered. Is it really intended to include such things as table waters, food
supplements and alcoholic drinks? Do we, for example, want to have claims concerning
antioxidants in wines? These are questions which will have to be looked at in detail.

2. Definitions

It is also essential that thedefinitionsare clear and unambiguous. The definitions in the
Codex should provide a basis but then be adapted to the requirements of EU legislation.
The definitions should be absolute and unconditional.

3. Presentation of claims

In order to give consumers the opportunity of making a conscious choice, the best
approach is to always indicate theactual contentof a given substance expressed as a
percentage of a product in cases where this is a decisive factor when choosing what to
buy, such as the fat content of spreadable fats, milk and milk products, cheese and mixed
meat products, or the fibre content of bread and other cereal products (e.g. breakfast
cereals). Under the general rules, the inclusion of such information means that statements
concerning nutritional value must be shown on another part of the packaging. This is a
"horizontal" rather than a "vertical" approach, i.e. the same type of labelling, irrespective
of product type, which makes things easier for the consumer. In addition, this type of
labelling does not get in the way of product development, i.e. no rules need to be changed
when launching products labelled with information which does not "fit" into the existing
regulatory framework. Nor does this type of labelling require harmonised legislation to
differentiate between terms such as "low", "reduced" or "light" where many Member
States already have differing national rules.

Another alternative may be to adopt the "Swedishkeyhole labelling" system, whereby
different criteria apply to different categories of foodstuffs.
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If work continues with the claims set out in the Annex to the discussion paper, Sweden
considers that it must above all be borne in mind which statements are in fact currently
being used within the Community. The Annex contains many claims whose wordings are
very similar. This can be confusing for consumers; what is the difference, for example,
between "light"/"low content" or "increased content"/"high content"? The wording of
individual claims must be looked at in more detail; it is difficult, for example, to justify
to consumers how something which is stated to befree of a given substance can in fact
contain the substance concerned.

4. Conditions governing the use of claims

It is also important that, as far as possible, conditions are laid down governing the use of
the claims in question. For example, should it be permissible to make functional claims
for iron in iron-enriched confectionery products?

5. Evaluation and authorisation procedures

As regards evaluation and authorisation procedures, Sweden considers that a general
authorisation should apply as far as is possible. Authorisation procedures for individual
products should if possible be avoided. To this end, the alternative practice of indicating
the actual content of a given substance rather than making nutrition claims would mean
that no regulation is required. "Keyhole labelling" should be used as another alternative.
This has the advantage of taking into consideration that different requirements apply to
different categories of foodstuffs, on top of which a symbol does not need to be translated
into different languages. If the approach is adopted whereby claims as set out in the
Annex are used, lists of claims should be drawn up within a European perspective as
referred to above. As regards claims concerning nutritional value, a two-step approach
could be introduced with lists of established links between food and health together with
examples of acceptable claims. On the other hand, it is not good idea to lay down the
precise wording to be used. Such a list could be included as an annex to the Labelling
Directive 2000/13/EC; it would have to be revised regularly, and whenever new scientific
findings come to light.

More specific points

1. Scope (point 27)

Here it is stated that rules governing claims should apply to all foodstuffs. There should
in particular be a discussion of how food supplements, prepackaged water, enriched table
waters and alcoholic drinks fit into this picture. The same claim for a food supplement as
for a more conventional foodstuff may be interpreted in different ways because of the
differences in the presentation of the products.

Should it be permissible to make claims about the beneficial effect of a foodstuff which,
although it may contain a large amount of a particular vitamin, is in all other respects "of
no benefit" (i.e. is not regarded as especially wholesome from the nutritional viewpoint),
such as a vitamin-enriched soft drink? The positive effects are of course referred to in
marketing the product, but the negative ones are largely ignored, giving the consumer a
distorted picture.
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In Sweden's view, there is no need to define "functional foods" as a special category;
there are various types of claims which should be defined, along with requirements
concerning documentation and other conditions to be met. This view is also supported by
a recent opinion survey carried out by the industry. Officials at the Commission have also
expressed this view in private.

2. Definitions

2.1 Definition of "claims" (points 12–15)

It is important that a common definition of "claims" be found. The Codex's definition in
the General Guidelines should be used as a starting point and discussed in the light of
European legislation. Various conditions should be formulated on the basis of the
definitions and set out separately in a simple, unambiguous and clear manner.

It is essential that the definitions concerning claims relating to foodstuffs should be clear
and unambiguous and should not give rise to any misunderstandings, and that difficulties
in differentiating between various claims be eliminated.

Irrespective of how different types of claims are defined, clear examples are important
given that the definitions are often hard to interpret; this was also pointed out in the
discussion paper. Sweden would also draw attention to the table with various claims set
out in Annex VIII of Alinorm 01/22A (copy attached).

2.2 Definition of "nutrition claims" (points 16–26)

If rules are drawn up, these should be of a general nature without too many detailed and
complex numerical specifications. Nor should there be too many different variants. The
definitions in the Codex Alimentarius should there be taken as a starting point. Some
established definitions may, however, be called into question (e.g. as regards cholesterol).

It is important to clearly establish whether the new "biologically active ingredients" such
as antioxidants, lutein, lycopen, lactic acid bacteria, caffeine and flavonoids should be
covered by this definition at all.

Nutrition claims should apply to all nutrients and food components for which
recommended dietary intakes have been defined, i.e. (for the moment) nutrients and
fibres (see also point 31). The above-mentioned substances are therefore not covered.
These ingredients could be more appropriately covered by functional claims/claims of
improved biological function.

2.3 Definition of "functional claims" (points 37–39)

As regards functional claims and the definition thereof, it is important to take into
account the definition of "medicinal product" in Directive 65/65/EEC given that this
refers to substances used with a view to "restoring, correcting or modifying physiological
functions". This is especially important if food supplements are also to be covered by the
rules, since these are parapharmaceutical in nature.

The term "functional claims" is unfortunate and does not occur at all in the Codex. It is
doubtful whether "functional claims" should constitute a category in their own right.
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According to the most recent Codex proposal, "nutrient function claims" are included
under "health claims". In its introductory remarks, the Commission pointed out that the
discussion paper was not concerned with health claims, and thus takes the view that
function claims are not health claims. In point 37, reference is made to a "nutrient or
other substance", whereas the Codex restricts itself to "nutrients". This is a question of
fundamental importance, and further discussions are required.

It is essential that all health claims dealt with in the Codex, i.e. also "enhanced function
claims" and "reduction of disease risk claims" (in two stages), be the subject of future
dicussions.

In summary, it can be said that functional claims should be clarified, as regards both
definitions and documentation required for various types of claim, in line with
developments in, among other things, the Codex Alimentarius and the Council of Europe.

3. Presentation (point 8)

Here it is stressed how important it is for consumers to understand the entire message
being communicated, including logos and images etc, in the manner intended, and it is
proposed that legislation should cover all these aspects. This is an important point. The
whole package comprising instructions for use, advertising, Internet-based information
(especially since details of websites are often provided on packaging), as well as
brochures and other information material where the product appears, should be discussed
as a whole in messages setting out health benefits. The different ways and means of
putting across this health message can complement and enhance each other, i.e. not all
problems can be solved through the labelling of individual products.

3.1 Presentation of nutrition claims (points 19–26 and Annex)

It is important to steer clear of claims about ingredients which are not present.
"Affirmative" labelling and communication is needed in order to provide consumers with
adequate information.

Statements such as "contains X% more" or "contains Y% less" are relatively complex
claims, in addition to which a "standard product" must be present on the market and
consumers must be aware of the amount of the ingredient in question in that "standard
product". Another possible question is how long a "standard product" is in fact "normal".
What about a product containing more or less of the ingredient than the "normal product"
on the market? A better approach is to state the actual content, by all means as a
percentage together with the name of the ingredient concerned. Statements such as
"contains X% more/less", "free from" or "X% free from" should be avoided entirely, so
that persons suffering from allergies are properly informed. At the same time, it should be
emphasised that allergy information is very complex.

For consumers, there is probably no great difference between a claim such as "high fibre
" (nutrient content claim) and "increased fibre " (comparative nutrition claim). Both
claims indicate that the product is different from others even though only one of them is
comparative in the purely linguistic sense. (See also the suggestion in point 32 about how
comparative nutrient claims should be set out - of course there is a difference!)
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The claims listed in the document do not make it easy for consumers to appreciate which
product is the healthiest. For example, a product which is an excellent source of calcium
may have a high fat content. Which aspect should they attach most importance to?

Ordinary consumers do not have knowledge enabling them to take in the amount of
detailed information proposed in the Annex. What is the difference between "light" and
"low" or between "increased" and "high"? In relation to what? For whom? A more
"horizontal" approach is to indicate the actual contents, in which case these different
claim levels would not be needed.

What is fundamentally important, of course, is that claims can be easily understood by
ordinary consumers. This is doubtful in the case of comparative claims, which should
only be used in special circumstances, for example when there are many similar products
and it is natural to compare them. Otherwise, the actual content should be indicated
wherever possible.

As regards claims containing the term "...-free", there should be a discussion of what
reasons could justify anything other than a zero threshold. Is such a threshold difficult to
monitor? Will no such products be found elsewhere? Is it in the interest of consumers?
As regards the phrase "source of vitamins and minerals", coordination with the EU rules
on nutrition labelling is important.

There should also be a discussion of whether the term "light" should be associated with
the actual fat content of foodstuffs, or whether it should simply be a general term. The
Swedish keyhole label is a good example in that it takes account of various categories of
foodstuffs. In purely linguistic terms, the word "light" can give rise to problems; for
example, "light olive oil" might refer to the colour of the product. In Swedish, the word
lätt (light/easy) may indicate that a product is easy to prepare, e.g.lättgröt (≈ instant
porridge) refers to a product which just needs water to be added, but no cooking. It must
be discussed whether it should be permissible to reduce fat content and describe a
product as "light" while at the same time increasing the sugar content, for example.
Should the requirement always be that a product's energy value be reduced?

It is difficult to judge what a "standard product" is, on top of which this is likely to vary
from one Member State to another. What a standard product actually is must be assessed
case by case. (In point 32, it is proposed that consumers should be made aware of the
standard product with which a comparison is being made). What happens if the market
changes, and the composition of the standard product along with it? It is a question of
ensuring that a reference product remains available on the market.

The view that claims concerning the cholesterol content of foodstuffs may be misleading
is in line with Sweden's recommendations, in which cholesterol content is considered
subordinate to concerns about fat content and fat quality.

Given that Sweden has issued a recommendation that salt intake should be reduced in
relation to current average consumption levels, claims concerning low salt or sodium
content should be permissible even where the product is not a dietetic food.

"Source of fibre"/"rich in fibre": these are higher limits and it is thus more difficult to
state "contains" or "rich in" under the Codex as compared with the National Food
Administration's (Statens Livsmedelverk - SLV) regulations (e.g. source of fibre: 1.5g/100
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kcal (Codex)/1.5g/135 kcal (SLV); high fibre: 6g/100g or 3g/100 kcal or portion
(Codex)/3.5g/1 000 kJ or 280 kcal, i.e. 1.25g/100 kcal (SLV)). The Swedish limit values
should be used.

Keyhole labelling is a form of labelling which is easy to understand. No knowledge of
Swedish is needed in order to understand the symbols. One possibility would be to agree
on a common symbol. Nowadays, when people spend less and less time shopping, it
should be made easier for informed consumers to choose the foods they eat. The
introduction of the Swedish keyhole label at EU level would make for widespread
acceptance of this principle. Such an arrangement must also provide a broad platform for
health messages, encompassing foodstuffs, eating habits and meals, physical exercise and
training, relaxation and well-bring as self-care. The keyhole label works on the basis that
limits have been laid down for various types of products.

4. Conditions (point 9)

It is difficult to define nutritionally acceptable products. In spite of this, there should be a
discussion of whether foodstuffs which are not healthy in themselves should be allowed
to have claims made about them which might mislead consumers into believing that they
are beneficial and worth paying extra for. This is an important aspect, not least as regards
the principle of equality whereby everyone should be in a position to make an informed
choice. For example, should a product described as "low fat" be allowed to have a higher
sugar content than a standard product? If, on the other hand, the actual content is
indicated as a percentage, we would not be faced with this difficult decision.

Under the current regulations governing the keyhole label (SLVFS 1992:11), the limit on
added sugar has been completely dispensed with for dairy products. Added sugar is
considered to be of minor importance here. Reducing fat content is regarded as the most
important issue. For a breakfast cereal to be eligible for the keyhole label, the food fibre
content must be >9g/100g by dry weight. The total monosaccharide and disaccharide
content must be less than 13g/100g. Products containing fibres often need a certain
amount of added sugar to make them palatable and thus attractive to a larger group of
consumers.

It has been stated that "claims" should be accepted for all types of products. All
foodstuffs have a place in a well-balanced diet, and it is there inappropriate to make
exceptions for certain foods. This question, along with the implications of including all
foodstuffs (food supplements, prepackaged water, alcoholic drinks, baby food, dietary
foods), will have to be looked at in detail.

4.1 Conditions governing the use of nutrition claims (points 10–11, 27–36)

In order for a claim to be permissible, the nutrient or substance in question should be
present in a bioactive form and in a reasonable quantity during the product's shelf life.

A claim should have a bearing on how a product is consumed and on the presence of the
substance concerned in the final product.

It should be made clear whether a product's nutritional value and the claim in question
refer to the product prior to or following preparation/cooking.
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It is fundamentally unacceptable to talk about what a product does not contain. Claims
such as "X% fat-free" are not acceptable, whereas "only X% fat" may serve to inform.

Nutrition claims should apply to all nutrients and other food components for which
recommended dietary intakes have been defined, i.e. at the moment nutrients and fibres,.

Regular updating in line with current nutritional values is important.

A comparative claim under this proposal would be very long, but this is probably
necessary given that it is intended to describe a complex situation. A quicker way, of
course, would be to state "only X% ...", i.e. the actual content, which means that
consumers would then have to make comparisons with other products themselves. The
criteria governing the use of claims such as "only X% ..." should follow the same rules as
for comparative claims, i.e. the product must differ from standard products by at least
25%.

For consumers, there is probably no great difference between "more"/"less" and
"increased"/"reduced". We should therefore considerwhether rules governing such
claims should be introduced and, if so, forwhich ones. Words such as "more" and "less"
cause confusion for the consumer. If rules are in fact introduced, all claims should be
covered by the same rules, in accordance with points 32–35. A neutral expression
indicating the actual content without giving any value judgment (i.e. X% ...") will ensure
that consumers are not misled.

As mentioned above, criteria for various categories of goods are laid down for the
purpose of the keyhole label.

It should be considered whether, in the long term, it would be appropriate for the
European Food Authority (EFA) to judge these matters.

4.2 Conditions governing the use of functional claims (points 40–45)

In summary, it can be said that functional claims should be clarified, as regards both their
definitions and the documentation required for various types of claim, in line with
developments in, among other things, the Codex Alimentarius. A very important point is
that the difference should be clearly established between general (generic) claims, which
do not require product-specific documentation, and product-specific claims, for which
any health benefits referred to when marketing a product must be documented by tests on
humans.

As regards claims concerning nutritional value as well, a two-step approach could be
introduced with lists of established links between food and health.

Points 41–45 are in line with general requirements under the food sector's own
programme of measures.

It would be a good idea to subject claims to a "clean-up operation".

Claims such as "lactose-free" etc. have no place among either nutrient function claims or
functional claims. Claims that products are free from lactose or gluten etc. implies that
they are regarded as dietetic foods.
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5. Evaluation and authorisation procedures (points 46–50)

Points 46–50 are very important and should be discussed in more detail. The use of the
phrase "generally accepted" in relation to "scientific evidence" must be clarified. Only
human studies should be accepted as a basis for claims.

Nutrient function claims are based on "textbook" knowledge and in other contexts are
considered to require special documentation.

National or EU authorisation procedures will have to be discussed in detail as regards far-
reaching claims, which are not, however, covered by the document under consideration
here. At present, recommendations on food and nutrition, as well as rules on food
enrichment, vary from one Member State to another. The question is whether it is
possible to arrive at a common approach to nutrient function claims and functional claims
relating to non-nutrients. "Functional claims" are a difficult concept and should be
replaced by "physiological claims", for example. The scope of the proposed functional
claims is unclear.

As regards product-specific and general nutrient function claims, theSLV does not
propose a system of prior authorisation, but simply that a link be established between a
given food and health. A system of pre-marketing approval at product level would require
considerable resources, and the question arises as to whether this is justified for the types
of claims under discussion here.

With regard to product-specific and general functional claims, theSLV does in fact
propose a system of prior authorisation. The possibility of using two-step systems also for
this type of claim should be considered. It should also be considered whether an
established link between food and health relating to general claims using the two-step
system should be subject to prior authorisation.

If no studies are available on the effects of individual products, functional claims should
only be permissible on the basis of the two-step system, since consumers would
otherwise be misled. This is also the fairest way to proceed if it is generally accepted that
a link exists.

In the somewhat longer term, far-reaching claims such as enhanced function claims
should be subject to regulation, with a system of prior authorisation applying where
claims are product-specific.

An established link between food and health in relation to general claims under the two-
step system should not be subject to prior authorisation for each individual product.

A system using general lists might be preferable and would also be better able to ensure
the accuracy of claims addressed to consumers than a notification (registration) procedure
alone.

As far as nutrient function claims are concerned, a list of established links could be
drawn up by the Commission or another competent authority. This list should contain
examples of acceptable claims, but not necessarily a complete list of the exact wordings.
Similarly, a list of established links between food and health could be prepared, including
examples of acceptable claims. This list should be reviewed regularly, and whenever new
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scientific findings come to light. As a general rule, a review should take place at least
every ten years.

The two-step principle applies to the presentation of claims. It is important to ascertain
which claims are permissible, as discussed in points 46–49.

Point 50 is a quotation from the food sector's own programme of measures which has
been inserted without any real connection to, or analysis in respect of, the preceding
points.

As regards disease risk reduction claims, more detailed discussions are essential. Some
claims of this type are also covered by the Swedish food sector's own programme of
measures. The most important aspect of a claim from the consumers' viewpoint is the
actual message being conveyed, and not whether it is concerned with disease risk
reduction or nutrient function.


