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Regulation (EC) 1924/2006 on nutrition and health claims made on foods has applied since 1st July
2007. The aims are to harmonise claims across EU Member States and provide a high degree of
consumer protection. With different transition periods for various types of claims and provisions
for a number of a developments to be agreed over time, such as nutrient profiles and the list of
well-established health claims, not all aspects of the Regulation have come into play. In practice,
fulfilment of the aims of the Regulation is a gradual process. To keep patients informed about food
claims, it is timely to review the current state of play.
Key principles
The Regulation applies to claims made in all
commercial communications, including labelling,
presentation and advertising of foods, thus covering
trademarks and websites. It defines nutrition and
health claims (Table 1) and allows the use of a new
category of ‘disease risk reduction claims’ which
were not previously permitted. The Regulation
identifies a category of claims referring to children’s
development and health, though these are not
specifically defined. These different types of health
claims have different routes to authorisation and
different timescales for implementation.

To bear claims, foods and food products
must comply with criteria for the content of
nutrients, such as fat, saturated fat, trans
fat, salt/sodium or sugar.
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A key feature of the Regulation is that all claims
must undergo a pre-assessment process such that
eventually all claims in use will have prior approval. The Regulation also sets out a number of general principles, such as the requirement that claims
must not encourage excess consumption of foods
or imply that a balanced and varied diet cannot
provide appropriate quantities of nutrient. It also
sets out a number of general conditions, e.g. that
the food must contain a significant quantity of the
nutrient or other substance for which the claim is
made, and that it must be present in a bioavailable
form. Two key requirements are that claims must
be expected to be understood by the ‘average’
consumer and health claims must be substantiated
by ‘generally accepted scientific evidence’, though
this is not specifically defined. Industry will have
flexibility in the wording of claims, such that the
final judge of consumer understanding will rest
with local enforcement authorities. Claims for
general, non-specific benefits or for overall good
health can be made, but must be accompanied by a
specific approved health claim.
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Nutrient profiles
An important area concerning conditions for the use
of claims is that of nutrient profiles. To bear claims,
foods and food products must comply with criteria
for the content of nutrients, such as fat, saturated fat,
trans fat, salt/sodium or sugar. The development of
these criteria is well behind schedule, with the Commission due to have set the profiles by January 2009.
Scientific advice was issued by the European Food
Safety Authority (EFSA) early in 2008, but discussions to agree the profiles became very protracted and
eventually stalled, a key issue being the high number
of exemptions being proposed. The current state of
play is that nutrient profiles are expected back on the
agenda in 2011, though there is currently no indication of a date for discussions to recommence. Once
nutrient profiles are agreed, there will be a 24-month
transition period for products to comply.
Nutrition claims
The Annex to the Regulation includes a list of permitted nutrition claims with their conditions of use,
such as ‘high fibre’, ‘fat-free’, ‘energy-reduced’. Since
publication of the Regulation, five additional claims
relating to unsaturated fatty acids have been added
to this list. Further to this, industry has put forward
a number of other nutrition claims for addition to the
Annex, though progress on this is very slow. Amendments to the conditions of some of the approved
claims are currently being discussed and there is also
discussion of a claim that would allow companies
to inform consumers about product reformulation.
These are subject to a vote in May.
The Regulation also sets specific rules for comparative nutrition claims. The composition of the food in
question must be compared to a range of foods in the
same category and for the same quantity of food.
Health claims
The Regulation makes provision for different types
of health claims. Functional or well-established
claims (Article 13.1) include claims referring to
the role of a nutrient or other substance in growth,
development and functions of the body, to psychological and behavioural functions and to claims for
slimming or weight control, reduction in the sense of
satiety or reduction of available energy from the diet.
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Claims with insufficient

Table 1: Definitions of nutrition and health claims

Claim type

Definition

Claim

Any message or representation, which is not mandatory
under community or national legislation, including pictorial, graphic or symbolic representation, in any form, which
states, suggests or implies that a food has particular characteristics.

Nutrition claim

Any claim that states, suggests or implies that a food has
particular beneficial nutritional properties due to (a) the
energy (calorific value) it provides, provides at a reduced or
increased rate, or does not provide, and/or (b) the nutrients
or other substances it contains, contains in reduced or
increased proportions, or does not contain.

Health claim

Any claim that states, suggests or implies that a relationship
exists between a food category, a food or one of its constituents and health.

Disease risk
reduction claim

Any health claim that states, suggests or implies that the
consumption of a food category, a food or one of its constituents significantly reduces a risk factor in the development of
a human disease.

The pre-assessment of such claims has become very
protracted and is also well behind schedule, not least
because of the vast number of claims (over 4,500) put
forward to the EFSA. The EFSA is due to complete its
assessment by June 2011 and a vote on authorisation
or rejection of these claims is expected by the end of
the year, about two years after the deadline by which
the list of authorised and rejected claims was due to
be published. Claims for botanical substances are a
difficult area and further discussions are needed to
establish a way forward for such claims.
To date, EFSA has issued four ‘batches’ of scientific opinions on Article 13.1 claims. The conclusions of these opinions may be positive, i.e. conclude
that there is sufficient evidence of cause and effect,
negative, i.e. cause and effect is not substantiated,
or that there is insufficient evidence. Other possible
conclusions are; that the substance is not sufficiently
characterised, that the claim is not a beneficial effect,
that the claim is non-specific or is out of scope of the
Regulation (e.g. is a children’s claim which requires
a different authorisation process, or is a medicinal
claim which is not permitted).
EFSA is adopting a rigorous approach to the
scientific assessment of claims with a high degree of
scientific evidence required for substantiation such
that most of the positive opinions are for essential
nutrients (e.g. iron and normal oxygen transport,
vitamin C and normal collagen formation) with
very few for ‘other substances’. Successes include
polyphenols from olive/olive oil and protection of
LDL particles from oxidative damage, pectins and
reduction of post-prandial glycaemic responses, and
caffeine and increased alertness. Notable negative
opinions include dietary fibre and bowel function,
on the grounds that ‘dietary fibre’ is not sufficiently
characterised, as different types of fibre have different physiological effects. Claims with insufficient
evidence and insufficiently characterised microorganisms (e.g. for probiotic claims) have the opportunity to submit additional evidence for a further
assessment process. Since the EFSA opinions are not

evidence and insufficiently
characterised micro-organisms
. . . have the opportunity to
submit additional evidence for a
further assessment process.

Table 2: Examples of approved disease risk reduction and children’s claims

Claim type

Disease risk
reduction claim

Children’s claim

Substance

Claim

Plant sterols and plant
stanol esters

Plant sterols/stanol esters
have been shown to lower/
reduce blood cholesterol.
High cholesterol is a risk
factor in the development of
coronary heart disease.

Calcium and vitamin D

Calcium and vitamin D are
needed for normal growth
and development of bone in
children.

legal entities, until the list of permitted Article 13.1
claims is established, claims with negative opinions
can still be made. The process to authorise or reject
claims includes discussion within the Member States
and scrutiny by the European Parliament.
Function claims based on newly developed science, or that request the protection of proprietary data,
have a different route to authorisation (Article 13.5), as
do disease risk reduction claims and children’s claims
(Article 14), requiring submission of a full dossier of
evidence that has been systematically assessed. This
process is already up and running with a number of
authorised claims already established (Table 2).
The Community Register of Claims currently consists of Article 13.5 and Article 14 claims, and Article
13.1 claims will be added after the full authorisation procedures are completed. It can be accessed at:
http://ec.europa.eu/food/food/labellingnutrition/
claims/community_register/index_en.htm
Conclusion
Due to the large number of claims under assessment
and different views concerning nutrient profiles,
it will take time for all aspects of the Regulation to
be finalised and for the goal of harmonising claims
across Member States to be to fully achieved. With
the aim of engendering consumer confidence in
claims EFSA is adopting a rigorous scientific approach of health claims.
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