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ANNEX

Proposd for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on nutrition and health claims made on foods

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treety establishing the European Community, and in particular Article
95 thereof,

Having regard to the proposal from the Commission 2,

Having regard to the opinion of the European Economic and Socid Committee 2,

Acting in accordance with the procedure laid down in Article 251 of the Treaty 3,

Whereas *:

(1)  Thereisanincreasng number of foods labelled and advertised in the Community with
nutrition and health clams. In order to ensure ahigh leve of protection for consumers
and to facilitate their choice, products put on the market must be safe and adequately
labelled.

2 Differences between nationd provisions relaing to such clams may impede the free
movement of foods, and create unequal conditions of competition. They thus have a
direct impact on the functioning of the internd market. It is therefore necessary to
adopt Community rules on the use of nutrition and health claims on foods.

' oJic,p.

2 .0Jc,,p..

3 oic,,p.

4 E: scrutiny reservation on the preamble, pending finaisation of the Articles.
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3

(4)

Q)

Generd |abelling provisons are contained in Directive 2000/13/EC of the European
Parliament and of the Council of 20 March 2000 on the gpproximation of the laws of
the Member States relating to the labelling, presentation and advertising of foodstuffs®,
as amended by Commission Directive 2001/101/EC®. Directive 2000/13/EC generaly
prohibits the use of information that would midead the purchaser or attribute

medicina properties to food. This Regulation should complement the generd

principles laid down in Directive 2000/13/EC and lay down specific provisons
concerning the use of nutrition and hesalth claims concerning foods to be ddlivered as
such to the consume.

At internationa level Codex Alimentarius has adopted Genera Guiddines on Clams
in 1991 and Guiddines for the Use of Nutrition Claimsin 1997. An amendment to the
latter will soon be adopted by the Codex Commission. That amendment concerns the
indusion of Hedlth Claimsin the 1997 Guiddines. Due consderation is given to the
definitions and conditions set in the Codex Guideines.

Thereisawide range of nutrients and other substances with a nutritiond or
physiologicd effect that might be present in afood and be the subject of aclam.
Therefore, generd principles applicable to al clams made on foods should be
established in order to ensure ahigh level of consumer protection, give the consumer
the necessary information to make choicesin full knowledge of the facts, as well as
creating equa conditions of competition for the food industry.

5

0OJ L109, 6.5.2000, p. 29.
OJ L 310, 28.11.2001, p.19
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(6)

()

Foods promoted with claims may be perceived by consumers as having a nutritional,
physiologica or other hedlth advantage over smilar or other products without such
nutrients added ’. This may encourage consumers to make choices, which directly
influence their tota intake of individua nutrients or other substances in away which
would run counter to scientific advice. To counter this potentiad undesirable effect, it is
appropriate to impose certain restrictions as regards the products bearing claims. In
this context, factors such as the presence of certain substances such as the alcohol
content of the product or the nutrient profile of the product are appropriate criteria for
determining whether the product can bear clams. The use of such criteria at
national level, whilst justified for the purpose of allowing consumersto make
informed nutritional choices, islikely to result in barriersto intra-Community
trade and should ther efore be harmonised at Community level. ®

The establishment of a nutrient profile may take into account the content of different
nutrients and substances with anutritiond or physiologica effect, in particular those
such asfat, saturated fat, trans-fatty acids, salt/sodium and sugars whose excessive
intakesin the overal diet are not recommended and those such as poly- and
monounsaturated fats, available carbohydrates other than sugars, vitamins, mineras,
protein and fibre. When setting the nutritional profiles, the different categories of

foods and the place and role of these foods in the overdl diet shdl be taken into
account. Exemptions to respect established nutrient profiles may be necessary for
certain foods or categories of foods depending on their role and importance in the diet

of the population. These would be complex technica exercises and the adoption of the

relevant measures should be entrusted to the Commission.

DK: consdersthat “added” may not be appropriate, snce the food claims may not
necessarily concern the addition of nutrients.

Presidency’s suggested text.

E suggests the addition, after "claims’, of "taking aso into account the different eating
habits exiging in Member States.”.

Cion/NL: reservetion on this addition.
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(8)

)

(10)

(11)

(12)

(13)

Thereisawide variety of clams currently used in the [abdlling and advertisng of
foods in some Member States relating to substances that have not been shown to be
beneficia or for which at present thereis not sufficient scientific agresment. It is
necessary to ensure that the substances for which a claim is made have been shown to
have abeneficid nutritiond or physologicd effect.

In order to ensure that the claims made are truthful, it is necessary that the substance
that isthe subject of the clam is present in the find product in quantities that are
aufficient, or that the substance is abosent or present in suitably reduced quantities, to
produce the nutritiona or physiologica effect cdlaimed. The substance should aso be
available to be used by the body. In addition, a Sgnificant amount of the substance
producing the claimed nutritiona or physiologica effect should be provided by a
quantity of the food that can reasonably be expected to be consumed.

It isimportant that claims on foods can be understood by the average consumer.

Scientific substantiation should be the main aspect to be taken into account for the use
of nutrition and health claims and the food business operators usng cdlams should
judify them.

Given the positive image conferred to foods bearing nutrition and hedth daims and
the potentid impact these foods may have on dietary habits and overadl nutrient
intakes, the consumer should be able to evauate their globa nutritiona quality.
Therefore, nutrition labelling should be compulsory and should be extensive on dl
foods bearing hedth daims.

A ligt of permitted nutrition claims and their specific conditions of use should aso be
created based on the conditions for the use of such clamsthat have been agreed at
nationd or internationa level and lad down in Community legidation. Thet list
should be regularly updated. Furthermore, for comparative clamsit is necessary that
the products being compared should be clearly identified to the fina consumer.
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(14)

(15)

(16)

(17)

(18)

Hedlth dlaims should only be authorised for use on the Community market after a
scientific assessment of the highest possible standard. In order to ensure harmonised
scientific assessment of these claims, the European Food Safety Authority should
carry out such assessments.

There are many factors, other than dietary ones, that can influence psychologica and
behaviourd functions. Communication on these functionsis thus very complex and it
isdifficult to convey a comprehensve, truthful and meaningful messagein a short
damto be used in the labelling and advertisng of foods. Therefore, it is gppropriate
to prohibit the use of psychologica and behaviourd claims.

Commission Directive 96/8/EC of 26 February 1996 on foods intended for usein
energy-restricted diets for weight reduction ° prohibits, in the labelling, presentation
and advertisng of products covered by that Directive, any reference to the rate or
amount of weight loss which may result from their use, or to areduction in the sense
of hunger or an increase in the sense of satiety. A growing number of foods not
specificaly designed for weight control are marketed with the use of the such
references and reference to the product's ability to reduce the available energy from
the diet. It is therefore appropriate to prohibit references to such propertiesin respect
of dl foods.

Hesdlth claims that describe the roles of nutrients or other substancesin growth,
development and norma physiologica functions of the body, based on long-
established and noncontroversid science, should undergo a different type of
assessment and authorisation. It is therefore necessary to adopt alist of permitted

clams describing the role of a nutrient or other substance,

In order to keep up with scientific and technologica developments, that list should be
revised promptly whenever necessary. Such revisons are implementing measures of a
technica nature and their adoption should be entrusted to the Commission in order to
simplify and expedite the procedure.

9

OJ L 55, 6.3.1996, p. 22.
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(19)

(20)

(21)

(22)

(23)

(24)

A varied and balanced diet is a prerequisite for good hedlth and single products have a
relative importance in the context of the tota diet, and that diet is one of the many
factors influencing the onset of certain human diseases. Other factors such as age,
genetic predisposition, the leve of physicd activity, the consumption of tobacco and
other drugs, environmental exposure and stress may dl influence the onset of human
diseases. Specific labdling requirements should therefore gpply in repect of claims
relating to the reduction of a disease risk.

In order to ensure that hedlth claims are truthful, clear, reliable and ussful to the
consumer in choosing a hedlthy diet, the wording and the presentation of health clams
should be taken into account in the opinion of the Authority and in the subsequent
authorisation procedure.

In some cases, scientific risk assessment aone cannot provide dl the information on
which arisk management decison should be based. Other |egitimate factors relevant
to the matter under consideration should therefore be taken into account.

For the sake of trangparency and in order to avoid multiple gpplications in repect of
clams, which have dready been assessed, a Register of such clams should be
established.

In order to keep up with scientific and technologica devel opments, the Register
should be revised promptly, whenever necessary. Such revisons are implementing
measures of atechnical nature and their adoption should be entrusted to the

Commission in order to smplify and expedite the procedure.

In order to stimulate research and development within the agri-food indudtry, it is
gppropriate to protect the investment made by innovators in gathering the information
and data supporting an gpplication under this Regulation. This protection should
however be limited in time in order to avoid the unnecessary repetition of studies and
trids.
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(25)

(26)

(27)

(28)

Given the particular nature of foods bearing claims, additiona means to those usudly
available to monitoring bodies should be available in order to facilitate efficient

monitoring of those products.

A trangtional period is hecessary to enable food business operators to adapt to the
requirements of this Regulation.

Since the objectives of the proposed action cannot be sufficiently achieved by the
Member States and can therefore be better achieved & Community leve, the
Community may adopt measures, in accordance with the principle of subsdiarity as
st out in Article 5 of the Treaty. In accordance with the principle of proportiondity,

as set out in that Article, this Regulation does not go beyond what is necessary in order

to achieve those objectives.

The measures necessary for the implementation of this Regulation should be adopted
in accordance with Council Decision 1999/468/EC of 28 June 1999 laying down the

procedures for the exercise of implementing powers conferred on the Commission *°.

10

OJ L 184, 17.7.1999, p. 23.
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HAVE ADOPTED THIS REGULATION:

CHAPTER|
SUBJECT MATTER, SCOPE AND DEFINITIONS

Article 1
Subject matter and scope

1. This Regulation is intended to harmonise the provisons lad down by law, regulation
or adminigrative action in Member States which relate to nutrition and hedth clams
in order to ensure the effective functioning of the internd market whilst providing a
high level of consumer protection.

2. This Regulation shdl apply to nutrition and hedth dams ' whether in the labdling,
presentation and advertisng of foods to be ddivered as such to the find consumer,
including foods which are placed on the market unpacked or supplied in bulk.

1 UK suggeststointroduce arecita in the Preamble as follows, in order to dedl with the

issue of "hedlthy eating” product ranges (i.e. product ranges which are sold under names

such as "Be good to yoursdf*, "Hedthy Living", "Count on Us"):

" Food range descriptors understood by the average consumer as an indication that a
nutrition claim is being made about the food, shall not in themselves be nutrition
claimsif one or more of the nutrition claimsin the Annex is present and complies
with all the applicable provisions of this Regulation as appropriate” .

Cion dlarified that commercid brandnames or trademarks fal within the scope of this
Regulation (given that they are not excluded). A further discussion on the issue would

be necessary .
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3.

It shall dso apply to foods intended for supply to restaurants, hospitas, schools,
canteens and similar mass caterers 2.

[.]%

12

13

Presidency's compromise proposal on the basis of the discussion. Moreover and in order
to accommodate delegations remarks with respect to the issue of dietary guiddines or
advice issued from public authorities, the following text is suggested to be introduced as
anew recital 3 bis in the Preamble:

"This Regulation should apply to generic advertising of food and to promotional
campaigns including those supported in all or in part by public authorities. However,
it should not apply to dietary guidelines or advice issued by public health authorities
and bodies, nor should it apply to communication and information by third parties
such asthe press and scientific publications”.

|: reserve on the last sentence with respect to the reference to press and scientific
publications.

F, supported by DK : in favour of introducing such arecitd, neverthdess maintain a

reserve, given that the terms used are not adequately defined (for instance it seems

difficult to distinguish between "promotiond campaigns' and "dietary guiddines’).

GR suggested that the proposed formulation deprives Member States from the ability to
conduct efficient promationa campaigns, by mentioning the pogtive effect of nutrients
contained in foods. Cion clarified that campaigns as such will not be prohibited or

undergo the authorisation procedure, provided that they do not bear mideading or non-
ubgtantiated claims. Only the part of the campaign, in which nutrition or hedth dams

are used, shdl fal within the scope of the Regulation. In this case, anutrition dam may

be used if listed in the Annex, whereas a hedth claim will have to be authorised before
itisused.

The Council'slegd service suggests to redraft this paragraph as follows:.

"This Regulation shall apply to all nutrition and health claimsmade in commercial
communications, whether in the labelling, presentation and advertising of foods to be
delivered as such to the final consumer, including foods which are placed on the
market unpacked or supplied in bulk. It shdl aso apply in respect of foods intended
for supply to restaurants, hospitals, schools, canteens and Smilar mass caterers'.
Furthermore arecital could clarify that the scope of the Regulation ("made in

commercial communications") would automaticaly include nutrition and hedth cdlaims

in generic advertisng and promotiona campaigns, including those supported by public
authorities, and would automatically exclude nutritiond and hedth damsin dietary
guiddines or advise issued by public authorities or bodies and in information or
communications by the scientific community or the media (dways on the condition that

this would not be a"commercid communication™).

cf aso footnotes 18 and 48.

S: reservation on the deletion of this paragraph, which referred to Directive 84/450/EEC

on Mideading Advertisng.
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4. This Regulation shdl gpply without prgudice to the following Community
provisions:
— Directive 89/398 on foods intended for particular nutritional usesand
Directives adopted on the basis ther eof;
— [Regulation 2991/94/EC on spreadable fats]; 4
— Directive 80/777/EEC on natural mineral waters;
— Directive 98/83/EC on water intended for human consumption.
15
14 Saverd ddegations (notably B/DK/GR/IRL), supported by the Cion, arein favour of
deleting the reference to Regulation 2991/94/EC. To that end, the following recitd is
suggested to be inserted in the Preamble (as new recitd 4b):

" The possibility of using the claim “low fat” for spreadable fats provided in

Regulation (EC) 2991/94 will be adapted to the provisions of this Regulation at the

earliest opportunity. In the meantime, Regulation (EC) 2991/94 applies for the

productsit covers' .

F/1 prefer to keep in this article the reference to this Regulation.

15 E suggests adding a new paragraph as follows:

"5, ThisRegulation should not gpply to products ruled by Community legidation that
impedes dl kind of nutrition and hedth daimsin the labdling and presentation
thereof and regulates the advertising of such products.”.

Cion opposes such an addition.
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Article 2

Definitions

For the purposes of this Regulation:

(@) thedefinitions of “food”, “food business operator”, “ placing on the market”, and “find
consumer” set out in Articles 2, 3(3), 3(8) and 3(18) of Regulation (EC) No 178/2002 of
the European Parliament and of the Council *© shall apply;

(b) thedefinitionsof “protein”, “carbohydrate’, “sugars’, “fat”, “ saturates’, “mono-
unsaturates’, “ poly-unsaturates’, “fibre’ of Council Directive 90/496/EEC shall
apply.

17

Thefollowing definitions shdl dso aoply:

@ “clam” means any message or representation, which is not mandatory under
Community or nationd legidation, including pictorid, grgphic or symboalic
representation 8, which states, suggests or implies that afood has particular
characteridtics,

2 “nutrient” means protein, carbohydrate, fat, fibre, sodium, vitamins and mineras
listed in the Annex to Directive 90/496/EEC, and substances, which belong to or are
components of one of those categories,

16 0JL 31, 1.2.2002, p. 1.

17 For reasons of dlarity, the Council's legd service suggeststo insert the following

Subparagraph (c):

" (c) the definition of " labelling" set out in Article 1(3a) of Council Directive 2000/13
shall apply" .

NL proposa to insert the phrase ...made on behalf of a food business operator in the
labelling, presentation and advertising...", will be withdrawn, if the proposa by the
Presidency with respect to article 1 paragraph 2 is finally accepted (cf footnote 12).

18

6321/04 UNOFFICIAL VK/am 12
ANNEX DG EN



3

(4)

()

“other substance’ means a substance other than a nutrient that has a nutritiona or
physiological effect; 1°

“nutrition clam” means any clam which states, suggests or implies that afood has
particular nutrition properties due to:

(@ theenergy (cdoarific value) it
—  provides,
—  providesat areduced or increased rate, or
—  doesnot provide, and/or
(b) thenutrients or other substancesiit
—  contains,
—  containsin reduced or increased proportions, or
- does not contain;

“hedth dam” means any dam tha daes suggests or implies that a reationship
exists between afood category, afood or one of its congtituents and hedlth;

19

DK, supported by D/E/I, considers that in some cases (like food supplements) a

“physiologicd effect” may be caused both by afoodstuff or amedicina product.
Therefore the term should be better defined, so that it is clear that the physiologica
effect referred to here is the one that could only be attributed to afoodstuff. To that
effect the phrase " ...not covered by the definition of medicinal product” may be added
at the end of subparagraph (3). This addition is under consideration by the Council's
lega sarvice.

Cion noted that such awide definition was used intentionally, so asto cover dl the
substances that may be used in foodstuffs, in order to guarantee the implementation of
the Regulation.

D dternatively suggested to clarify the substances referred to in this subparagraph, by
ligting them either in adefinition in article 2 or in arecitd. Such arecita could
incorporate examples of foodstuffs aready mentioned in the Explanatory Memorandum
of the Commission's proposd, as "substances other than nutrients'.
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(6) “reduction of disease risk dam” means any hedth clam that dates, suggests or
implies that the consumption of a food category, a food or one of its condituents
significantly reduces arisk factor in the development of a human disease; 2°

) “Authority” means the European Food Safety Authority as established by Regulation
(EC) No 178/2002 of the European Parliament and Council;

(8 “average consume” means the consumer who is reasonably wdl informed and
reasonably observant and circumspect.

Article3

General principlesfor all claims

Nutrition and hedth cams may only be used in the labdling, presentation and advertisng of
foods placed on the maket in the Community if they comply with the provisons of this
Regulation.

Without prgudice to Directives 2000/13/EC and 84/450/EEC, the use of nutrition and hedth
cdamsshdl not:

@ be false, ambiguous or mideading;
(b) give rise to doubt about the safety and/or the nutritiona adequacy of other foods;

(© gate or imply that a balanced and varied diet cannot provide appropriate quantities of
nutrientsin generd. This shall not apply to nutrientsfor which [according to
national authorities] sufficient quantities cannot be provided by a balanced and
varied diet; %

20 GR suggested adding at the end of this definition the following:

"... in the development of a human diseasein the context of a balanced diet. Risk
reduction means significantly altering a major risk factor for a disease or health
related condition.". B/D/F consdered that this addition is not necessary.

Presidency's compromise proposal, based on a suggestion by D, to accommodate the
concern that consumers should be informed that, in order to have abalanced diet, sdt
with added iodine is recommended.

21
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(d)

refer to changesin bodily functionswhich could giveriseto or deploy fear in the
consumer 22, either textualy or through pictorid, graphic or symbalic
representations,

23

Article4

Conditions for the use of nutrition and health claims %

Within 18 months from the adoption of this Regulaion, the Commisson dhdl, in
accordance with the procedure laid down in Article 23 (2) establish specific nutrient
profiles 2> which food or certain categories of foods must respect in order to bear

nutrition or hedlth daims. 28

22

23

24
25

26

Presidency's compromise proposal, based on a suggestion by D, fallowing the relevant
formulation used in Codex.

In order to accommodate certain concernsraised by DK and GR, the Presidency
proposes that arecitd beinserted in the Preamble asfollows:

" A nutrition or health claim should not be madeiif it isinconsistent with generally
accepted nutrition and health principles or if it encourages or condones excessive
consumption of any food or disparages good dietary practice.”

D/E: reserve on the whole article.

Ddegations reman in generd in favour of introducing the concept of the "nutrient

profilé" in the mechanism to be established by this Regulation.

E: the procedure to be followed for the determination of nutrient profiles should be
clarified.

D isagaing this concept and suggests that paragraphs 1 and 2 of this Article should be
deleted.

DK requests clarification of the status that will apply with repect to the use of claims

until the nutrient profiles are established.
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These nutrient profiles shal be established for food or certain categories of food
taking into account in particular:

(@) thequantitiesof certain nutrientsand other substancescontained in
thefood, such asfat, saturated fatty acids, trans-fatty-acids, sugars
and salt / sodium #’;

(b) theroleand importance of thefood (or of categories of foods) in the
diet;

(© theoverall nutritional compostion of the food and the presence of
nutrientsthat have been scientifically recognised as having an effect on
health.

Thenutrient profiles shall be based on scientific knowledge about diet, and
nutrition, and their relation to health.

In setting the nutrient profiles, the Commission shal seek the advice of the
Authority and carry out consultations with interested parties, in particular food

business operators and consumer groups.

Exemptions from the abligation to respect the nutrient profiles in order to bear
nutrition or health clams and updates to take into account relevant scientific
deveopments shall be adopted in accordance with the procedure referred to in
Article 23(2). %

27 F/P, opposed by B/DK/S/UK : delete the reference to these nutrients. I/FIN areflexible
on this matter.

Cionisin favour of maintaing the reference to these substances, given that they were
explicitly referred to by the WHO as target areas of nutritiona policy, nevertheless
would congder the possbility of keeping such areference in arecitd (aready

mentioned in recitd 7). However, in the case that thistext is deleted, the first and third
intend should be merged, given that they would be identica in substance.

E/I: scrutiny reserve on the text of paragraph 1 proposed by the Presidency. S
remainsin favour of the initialy proposed text.

28
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By way of derogation from paragraph 1, nutrition clams referring to the reduction
[..]of fat, saturated fatty acids, trans-faity acids, [..] sugars and sdt/sodium 2°, shdl
be alowed without reference to a profile for the specific nutrient/s for which the
cdam is made, provided they comply with the conditions lad down in this
Regulation. *°

Beverages containing more than 1.2% by volume of acohol, with the exception of
food supplements as defined in Directive 2002/46/EC of the European
Parliament and of the Council presented in a liquid form and containing more
than 1.2% by volume of alcohol 3%, shdl not bear:

@  hedthdams

(b) nutritional clams, other than those, which refer to a reduction in the

acohol or energy content. *2

29 P the reference to these substances should be deleted, following the proposed deletion
of the reference in the previous paragraph. cf footnote 27.

30

Presidency's compromise proposal based on a suggestion by UK. Cion: reserve on this

text.

31
32

Presidency's compromise proposa on the basis of the discussion.
Theissue of clamsin the case of beverages and especidly the exemption to the generd

prohibition of the use of nutritiond claims on these beverages currently provided for in
point (b) should be further examined. Cion could accept the deletion of this exemption.
Cion, following aremark by D, clarified further that certain cases of beverages that fall
into the scope of Directive 89/398 are exempted from this Regulation by virtue of
Article 1 para 4.

B/F/E/UK maintain areservation on this provison and ask for its deletion, given that it
isnot certain that claims which refer to areduction in the dcohol or energy content are
of anutritiona nature.

D/DK/P arein favour of maintaing the provison asit is. Moreover DK, supported by

D/S/SI, suggested that two new daims are insarted in the Annex, in the fallowing lines:

" Reduced alcohol

A claim stating that the content of alcohol has been reduced, and any claimlikely to
have the same meaning for the consumer, may only be made for fermented beverages
with a maximum of 2,8% by volume of alcohal.

Alcohol-free

A claimthat a food is alcohol-free, and any claim likely to have the same meaning for
the consumer, may only be made for beverages with a maximum content of 0,1% by
volume of alcohol".
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3bis. Nutrition and health claims shall be prohibited for food for infants and
young children except where specifically provided for in reevant Community

legislation. *3

4, Other foods or categories of foods than those referred to in paragreph 3, for which
nutrition or hedth cams are to be redricted or prohibited may be determined in
accordance with the procedure refered to in Articde 23(2) and in the light of

sientific evidence.
Article5
General conditions
1. The use of nutrition and hedth dams shdl only be permitted if the following

conditions are fulfilled:

(@) the presence, absence or reduced content in afood or food category ** of a
nutrient or other substance in respect of which the dam is made has been
shown to have a beneficid nutritiond or physologica effect, as established by
generdly accepted scientific data;

33 Presidency's compromise proposdl, on the basis of a proposd by DK . Severa

deegations (notably B/F/I/SUK) maintain aresarvation on introducing such agenerd
prohibition.

D dternatively proposes to insert two new paragraphs (as paragraphs 1 and 2) in the
following lines

" 1. Nutrition and health claims exclusively or primarily directed at children may not
be made for foods.

The use of nutrition or health claims shall not be allowed for foods intended for
children.

2. Exemptions from paragraph 1 may be determined in accordance with the
procedurereferred toin Article 23 (2)" .

B/F/I/NL consider that the text proposed by D could be considered only if it was made
clearer, for instance with respect to which foodstuffs will fal within its scope, or the
definition of "children”.

Presidency's compromise proposa, in order to accommodate the UK wish to clarify that
claims could aso be made for categories of foods.

34
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35

(b)

(©

(d)

(€)

the nutrient or other substance for which theclamis made:

() is contained in the find product in a dgnificant quantity as defined in
Community legidation or, where such rules do not exis, in a quantity
that will produce the nutritiond or physologicd effect clamed as
established by generdly accepted scientific data; or

(i) is not present or is present in a reduced quantity that will produce the
nutritional or physologicd effect cdamed as edablished by genedly
accepted scientific data;

where gpplicable, the nutrient or other substance for which the claim is made
isinaform that is available to be used by the bodly;

the quantity of the product that can reasonably be expected to be consumed
provides a sgnificant quantity of the nutrient or other substance to which the
dam rdates, as defined in Community legidation or *°, where such rules do
not exis, in a dggnificant quantity that will produce the nutritiond or
physologicd effect cdamed as edablished by generdly accepted scientific
data;

compliance with the specific conditions set out in Chapter 11l or Chapter IV as
appropriate.

% UK suggests the following addition:
"(bb) wher e applicable, thefood category for which the claim is madeis contained

in thefinal product in a significant quantity as defined in Community
legidation or, where such rulesdo not exist, in a quantity that will produce
the nutritional or physiological effect claimed as established by generally
accepted scientific data;

This suggestion may be withdrawn in the light of the proposal on article 5
paragraph 1 (a). cf footnote 34.
% | suggested that the last part of this subparagraph (from "...or...") should be separated

and form anew subparagraph.
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2. The use of nutrittion and hedth dams shdl only be permitted if the average
consumer 3’ can be expected to understand the beneficia effects as expressed in the
cdam

3. Nutrition and hedlth claims shdl refer to the food ready for consumptionin

accordance with the manufacturer's insructions.

Article 6

Scientific substantiation for claims

1. Nutrition and hedth clams shdl be based on and substantiated by generdly accepted
scientific deta

2. A food busness operator making a nutrition or hedth cdam shdl judify the use of
thedaim.

3. The competent authorities of the Member States may request a food business

operator or a person placing a product on the market to produce all relevant

elements and data establishing compliance with this Regulation.

Article7

Nutrition information 38

Where a nutrition or hedth cdam is made, with the exception of generic advertisng, nutrition
information shall be provided in accordance with Directive 90/496/EEC 3.

For hedth cams the information to be provided shdl consst of information in Group 2 as
defined in Article 4 (1) of Directive 90/496/EEC.

37 Several delegations consider that the concept of "average consumer” would require

further darification.

Thisarticleis under consderation by the Council's legd service.

% Following aremark by D, Cion darified that the information in cases like foods
supplied in bulk will be provided with the accompanying documents that bear the claim.

38
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In addition and as the case may be, the amount(s) of the substance(s) © which a nutrition or
hedth clam relates that does not appear in the nutrition labelling shdl dso be dated in the
samefield of vision of the nutrition information and be expressed per 100g or 100ml.

CHAPTERI 11
NUTRITION CLAIMS

Article 8

Soecific conditions

1 Nutrition clams shdl only be permitted if they are listed in the Annex and are in

confor mity with the conditions set out in the present Regulation.

2. Amendments to the Annex shdl be adopted in accordance with the procedure
referred to in Article 23(2) and, where gppropriate, after consulting the European
Food Safety Authority.
Article9
Comparative claims
1. Without prejudice to Directive 84/450/EEC, a comparison shall only be made

between foods of the same category, taking into consideration a range of foods
of that category [...]. The difference in the quantity of a nutrient and/or the energy
value shd| be stated and the comparison shall relate to the same quantity of food.*°

2. Compardive nutrition clams shal compare the compostion of the food in question
with a range of foods of the same category, which do not have a compostion, which
alowsthem to bear a clam, including foods of other brands.

40" Presidency's compromise proposa on the basis of a suggestion by DK in order to darify

the text.
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CHAPTER IV
HEALTH CLAIMS

Article 10

Soecific Conditions

Hedth dams dhdl be pemitted if they comply with the generd requirements in

Chapter Il and the specific requirements in this Chapter and are authorised in

accordance with this Regulation, #* 42

41

42

D isof the opinionthat there is no need for hedth cdlamsthat do not fal within the

scope of articles 12 and 13 to be authorised before they are is used and proposes to that
effect the introduction of a natification mechanism, by deeting the last part of

paragraph 1 ("...and are authorised in accordance with this Regulation™) and inserting a

new paragraph 2 asfollows:

" 2. Those wanting to make health claimsthat do not come within the scope of Art.
12 or 13 shall notify the competent authority of the Member State the first placing on
the market at the latest by submitting a model of the label used for the product and of
the draft advertising material.

If required as a result of monitoring, the competent authority of the Member State
may demand from the manufacturer or importer to present scientific studies and data
showing that the health claim used meets the requirements of this Regulation. A
reference to the publication shall be sufficient if the studiesin question had been
published in an easily accessible publication” .

| isdso of the opinion that the authorisation procedure for each hedth claim would be

very cosily and bureaucratic.

E/F/P on the contrary are in favour of maintaing a single and harmonised procedure for

the authorisation of hedth dams, in order to avoid discrepancies among Member

States, which may take the form of a hedth claim being alowed in one Member State

and not dlowed in another.

DK noted that the mechanism of prior authorisation set up by this article isincompatible

with the Danish congtitution. Accordingly it suggested that paragraph 1 should be

redrafted asfollows:

" Health claims shall [...] comply with the general requirementsin Chapter 11 and the
specific requirements in this Chapter. Prior to or simultaneously with the use of a
health claim the marketer shall notify the health claim in order to obtain
authorisation in accordance with the procedurein article 14.

Should a marketer choose to use health claims before obtaining the mentioned
authorisation, the responsibility to observe the provisionsin thisregulation lies with
the marketer irrespective of whether or not an application has been submitted”.
Moreover, anew paragraph 2 would be inserted in the text as follows:

" Member States shall take the necessary measuresto ensure that a user of health
claimswho failsto dischargethisobligation of notification, or failsto comply with the
general requirementsin Chapter |1 and the specific requirementsin this chapter, is
subject to effective proportionate and deterrent sanctions.
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2(a)

Hedth dams shdl only be permitted if the following information is induded in the
labelling, or if no such labelling exists, in the presentation and advertising *;

@ a datement indicating the importance of a varied and baanced diet
and a hedthy lifestyle;

(b) the quantity of the food and pattern of consumption required to obtain
the damed beneficid effect;

(© where gppropriate, a statement addressed to persons who should avoid
using the food; and

(d) an gppropriate warning for products that are likely to present a

health risk if consumed to excess. 44

Where appropriate, guidelines on the mplementation of paragraph 2, point (a),
may be adopted in accordance with the procedure laid down in Article 23.

43

44

Member States can, in case non-authorised health claims are used, and even if
application has been submitted, take all appropriate measuresto stop the use of
health claims consi dered to be violating this regulation™ .

Cionreminded that aformulation smilar to the current text was aready adopted in the
Pharmaceutica's package, which nevertheless is, according to DK, different to the
present Regulation.

NL suggested that the Tobacco Advertising Directive precedent should aso be taken
into account in this discussion.

Presidency's compromise proposd on the basis of a suggestion by the Coundil's lega
savice, in order to darify the provison. The same solution is suggested in Article 13
paragraph 2 (cf footnote 62).

Presidency's compromise proposa, based on asuggestion by F, in order to clarify the
text.
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1.

Article 11
Restrictions on the use of certain health claims *°

Thefdllowing [...] hedlth daims shall not be allowed %6:

€) without prgudice to Directive 96/8/EC clams which make reference to
dimming or weight control, or to the rate or amount of weight loss which
may result from ther use or to a reduction in the sense of hunger or an
increase in the sense of satiety *

from the diet;

or to the reduction of the available energy

45

46

a7

UK/S: this Article could be deleted asiit is not necessary; FIN supports this position and
believes that, if this Article is kept, the guidelines mentioned in the second paragraph

should be very detailed.

Cion reminded that this provision is based on article 2 paragraph 2 of Directive

2000/13, which provided for a mandate to introduce such a provision.

| consdersthat it should be clearly mentioned that this Article dedls exclusvey with
labdling.

D: scrutiny reserve on thewhole article.

D suggests to delete new paragraph 1 bis and make the following changesin the text of
paragraph 1.

"1. Thefollowing health claims shall not be allowed:

(a) without prejudice to Directive 96/8/EC claims which indicate that a foodstuff has
slimming, slimness-promoting or weight-reducing or weight-controlling properties or
which refer to a reduction in the sense of hunger or an increase in the sense of satiety
or to the reduction of the available energy fromthe diet;

(b) claims which refer to recommendations or medical opinions of doctors, case
histories or referencesto such or claimswhich refer to members of the medical,
therapeutic or pharmaceutical professions or their professional associations or
charities or which suggest that health could be affected by not consuming the food".
Cion, following aremark by |, clarified that such clams are dready prohibited

according to the exiging legd status, therefore such a prohibition should be introduced

in this Regulation as wll.
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1bis

(b) cdams which [make reference to the advice of doctors or other hedth
professionals, or their professona associations, or charities, or] “® suggest
that health could be affected by not consuming the food,;

(©) claimswhich are exclusively and primarily directed at children. 4°

The following health claims shall not be allowed, except under the conditions laid
down in the guiddines referred to in paragraph 2 and when explicitly provided for
in the authorisation referred toin Article 10(1) or 13(1) *°;

@ clams which make reference to genera, non-specific benefits of the nutrient or
food for overal good hedlth, well-being >*:;

(b) clams which make reference to psychologica and behavioura functions.

Where appropriate 2, the Commisson having firs consulted the Authority shal
establish in accordance with the procedure laid down in Article 23 detalled
guidelines for the implementation of thisarticle.

48

49

50

51
52

UK , supported by FIN/S and opposed by DK/E/I/P, suggests deleting the text in square
brackets, in order to remove any confusion surrounding claims which make reference to
Government advice on hedthy eating; Cion: reservation on this suggestion. The above
concern may be accommodated through the compromise proposa suggested for Article
1 paragraph 2 (cf footnote 12).

B/DK/F/1/P/UK: reserve on this addition.

E/S arein favour of introducing such aban, provided that the term "children” will be
adequately defined.

FIN/UK would prefer that the two cases mentioned in paragraph 1 should dso fall
under this paragraph.

DK/GR areinfavour of the initially proposad text. DK moreover suggested that
anyhow the cases faling under paragraph 1a should be defined more strictly.

D suggests to delete the reference to "well-bang'.

A: replace "Where appropriate” with a more restrictive phrase, like "In the above cases'.
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Article 12
Health claims describing a generally accepted role of a nutrient or other substance 3

1. [...] Hedth clams describing the role of a nutrient or of another substance in growth,
development and the norma >* functions of the body, which are based on generaly
accepted scientific data and well understood by the average consumer, may be made
without undergoing the authorisation procedure referred to in Articles 14 to 17
®5 if they areincluded in the list provided for in paragraph 2.%°

2. Member States shdl provide the Commisson with lists of clams as referred to in
paragraph 1 by ... at the latest [last day of the month of adoption of this Regulation +
1 year].

% DK/UK requested adarification on which substances fall within the scope of this
Article.
Ciondaified that dl cdlamsreferring to severd substances will be incorporated in the
national lists to be forwarded to the Commission, according to paragraph 2, after
Member States verify whether these clamsfulfil the criteria of paragraph 1. (UK
suggested that a brief judtification for enlisting a claim should aso be provided by
Member States in the list). The Community list will then be adopted by the Commission
without any prior submission to EFSA, which may be cdled upon to give an opinion in
cases Where no agreement will be found. Any clam which will not be listed may be
authorised in the future in accordance with the procedure referred to in articles 14-17.

> FIN: replace the term "normd" with "physiologicd. DK/Cion: reserve on such a

replacement.

D proposesto delete any reference to the authorisation procedure (by referring either to

aticle 10 or articles 14-17) .

Presidency's compromise proposa, on the basis of asuggestion by DK, in order to

clarify the text.

D proposes to delete this part of the text.

55

56

6321/04 UNOFFICIAL VK/am 26
ANNEX DG EN



After conaulting the Authority, the Commission shal adopt, in accordance with the
procedure referred to in Article 23, a Community Ist of permitted clams as referred
to in paragraph 1, describing the role of a nutrient or other substance in growth,
development and norma functions of the body and all necessary conditions for the
use of these claims by ... a the latest [last day of the month of adoption of this

Regulation + 3 years] °’

This list shall contain a description of the role of the nutrient as regards the
physiological function concerned and the general rules and procedures whereby
thistype of claim will be worded. 8

Modifications to the list shall be adopted in accordance with the procedure referred
to in Artide 23, after consulting the Authority, on the Commisson's own initiative

or following arequest by aMember State.

[No application for modification shall be needed for a claim which will likely
have the same meaning for the consumer as a claim already included in the list
and any necessary conditions mentioned above referred to in the second
paragraph. On request of a food busness operator or a person placing a
product on the market the national competent authorities shall evaluate
whether a claim is likely to have the same meaning for the consumer. Claims
accepted as having the same meaning are covered by the derogation from article
10(1) referred to in paragraph 1].>°

57

58
59

F, supported by DK/UK , suggests the addition of the following paragraph:

"The aim of the claim shall be solely to describe the role of the nutrient [or of another
substance] asregards a physiological function in the context of its normal
functioning."

D/S/Cion: scrutiny reserve on the proposal. DK has a reservation on the reference to

"another subgtance''.

Presidency's compromise proposa, on the basis of asuggestion by F.

Presidency's compromise proposa, on the basis of aproposa by NL, in order to
accommodate severa delegations (notably B/D/F/1/UK) wish to introduce a more

flexible modification process in the case of minor changesto aclam.
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63

From the dae of entry into force of this Regulation until the adoption of the list
referred to in the second paragraph of paragraph 2, hedth clams as referred to in
paragraph 1 may be made under the responsgbility of business operators provided
that they are in accordance with this Regulation and with existing nationd provisons
goplicable to them, and without prgudice to the adoption of safeguard measures as
referred to in Article 22.

Article 13

Reduction of disease risk claims ©°

By way of derogation from Article 2 (1)(b) of Directive 2000/13/EC %, reduction of
disease risk clams may be made where they have been authorised in accordance with
this Regulation.

In addition to the generd requirements laid down in this Regulation and the specific
requirements of paragraph 1, for reduction of disease risk cdams the labelling or, if
no such labelling exists, the presentation or advertising shall dso bear a satement
indicating that diseases have multiple risk factors and that dtering one of these risk
factors may or may not have a beneficia effect. ©

60

61
62
63

F/GR: reserve on the whole article.

In order to accommaodate the concern of DK regarding the possibility of confusing the
scope of this Regulation with the legidation on medicind products (in cases like food
supplements) Cion suggested that a reference to Directive 2000/13 (which prohibits
clams on medicina products) beinserted in this article.

The derogation mentioned here will have to be darified.

Presdency's compromise proposal (cf. footnote 43 on Article 10 paragraph 2).

GR suggests the addition of a new paragraph according to the Codex Alimentarius
provisons, sating as follows.

"The presentation of risk reduction claims must ensure, for example, by use of
appropriate language and reference to the other risk factors, that consumers do not
interpret the consumption of afood or one of its condtituents as the only prevention
factor."
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Article 14
Application for authorisation

1. To obtain the authorisation ® referred to in Article 10 (1), an application shall be

submitted in accor dance with the following provisions®®.

2. The application shall be sent to the national competent authority of a Member
State.

(@  Thenational competent authority:

0] shdl acknowledge receipt of an gpplication in writing within 14 days
of its receipt. The acknowledgement shall state the date of receipt of
the application;

(i)  dhdl informwithout dday the Authority; and

(i)  shall make the application and any supplementary information
supplied by the applicant available to the Authority;

(b) The Authority

0] shall inform without delay the other Member States and the
Commission of the application and shall make the application and
any supplementary information supplied by the applicant
available to them;

(i) make the summary of the dossier referred to in paragraph 3(f)
availableto the public.

® " In connection with the authorisation procedure, certain delegations raised the issue of

thelegal basis of the proposed Regulation. The proposed provisions on this procedure
(Articles 14-17) follow the precedent of existing legidation.
It is suggested that this matter be handled at COREPER levd.

®  Following aremark by GR, Cion darified that it is the cdlaim and not its use by the
gpplicant that will be authorised. As a consequence, the authorised claim may be used
by third persons, under the conditions laid down in article 19.

®  Itissuggested that the term "provisions’ is replaced by "paragraphs”.

6321/04 UNOFFICIAL VK/am 29
ANNEX DG EN



3. Theagpplication shal be accompanied by the following [...]:

@ the name and address of the applicant;

(b) the nutrient or other substance, or the food or the category of food in respect
of which the hedth clam isto be made and its particuar characterigtics,

(© a copy of the sudies, including, where available, independent, peer-
reviewed studies, which have been caried out with regard to the hedth
dam [..] and any other materid which is available to demondrate that the
health claim complies with the criteria provided for in this Regulation;

(d) acopy of other scientific sudies which are relevant to that hedth dam;

(e a proposd for the wording, in dl Community languages, of the hedth clam
for which authoristion is sought including, as the case may be specific
conditionsfor use;

) asummary of the dossier.

4, The Commisson, having first consulted the Authority, shall establish in
accordance with the procedure referred to in Article 23 (2), mplementing rules
for the application of this Article, including rules concerning the preparation and
presentation of the gpplication [...] .

5. Before the date of application of this Regulation, the Authority shdl publish detaled
guidance to assst applicant in the preparatiion and the presentation of the
application.
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Article 15
Opinion of the Authority

1. In giving its opinion, the Authority shdl endeavour to respect a time limit of six
months from the date of receipt of a vdid gpplication. Such time limit shdl be
extended whenever the Authority seeks supplementary information from the
gpplicant as provided for in paragraph 2.

2 The Authority or a national competent authority through the Authority may,
where appropriate, request the applicant to supplement the particulars accompanying
the application within a specified time limit.

3. In order to prepare its opinion, the Authority shal verify:

@ that the proposed wording of the hedth cdam is substantiated by scientific
data;

(b) that the wording of the heeth dam complies with the criteria lad down in
this Regulation;®’

(© that the proposed wording of the hedth clam is undersandable and
meaningful to the aver age consumer.

4, In the event of an opinion in favour of authorising the hedth clam, the opinion dhdl
include the fallowing particulars.

@ the name and address of the applicant;
7 F: reserve on this subparagraph, as it would prefer that this responsibility was
undertaken by the Commission under article 16.
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(b) the designation of the food or category of food in respect of which a clam is
to be used and its particular characterigtics;

(© the proposal for the recommended wording, in dl Community languages
of the proposed hedth claim;

(d) where applicable, conditions or regrictions of use of the food and/or an
additiond statement or warning that should accompany the hedth cam on
the labdl and advertising.

The Authority shdl forward its opinion to the Commisson, the Member States and
the applicant, including a report describing its assessment of the hedth dam and
dating the reasons for its opinion and the information on which its opinion was
based.

The Authority in conformity with Article 38(1) of Regulation (EC) No 178/2002
shdl make its opinion public.

The public may make comments to the Commisson within 30 days from such
publication.

Article 16
Community Authorisation

Within three months after receiving the opinion of the Authority, the Commission
shal submit to the Committee referred to in Article 23(1) a draft of the decison to be
taken in respect of the gpplication, taking into account the opinion of the Authority,
any reevant provisons of Community law and other legitimate factors reevant to
the matter under congderation. Where the draft Decison is not in accordance with
the opinion of the Authority, the Commisson shdl provide an explanation for the
differences.
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Any draft decison which envisages the granting of authorisstion shdl include the
particulars referred to in Article 15(4) and the name of the applicant.

A final decison on the gpplication shall be adopted in accordance with the procedure
referred to in Article 23(2).

The Commisson shdl without delay inform the goplicant of the decison teken and
publish details of the decison in the Official Journal of the European Union.

The grating of authorisstion shdl not lessen the generd civil and crimind ligbility
of any food operator in respect of the food concerned.

Article 17

Modification, suspension and revocation of authorisations

The applicant/user of an authorised claim or where the case may be the
authorisation-holder may, in accordance with the procedure laid down in Article 14,
aoply for amodification of an exigting authorisation.

On its own initigtive or following a requet from a Member Sate or from the
Commission, the Authority shal issue an opinion on whether a decison for the use
of ahedth dam still meets the conditionslaid down in this Regulation.

It shadl forthwith transmit its opinion to the Commisson, the applicant/user of an
authorised claim or where the case may be the authorisstion-holder and the
Member States. The Authority, in accordance with Article 38(1) of Regulation (EC)
No 178/2002, shal make its opinion public.

The public may make comments to the Commisson within 30 days of such
publication.
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3. The Commission shdl examine the opinion of the Authority as soon as possble If
appropriate, the authorisation shall be modified, suspended or revoked in accordance
with the procedure laid down in Article 16.

CHAPTER YV
GENERAL AND FINAL PROVISIONS

Article 18
Community Register

1. The Commisson shdl esablish and maintain a Community Register of nutrition and

health claims made on food, hereinafter referred to as ‘the Register’.
2. The Register shdl indude the following:

(& the nutrition dams and the conditions applying to them as st out in the
Annex;

(b) the authorised hedth cdams and the conditions gpplying to them provided for
inArtidles 12(2), 13(2), 17(2), 19 (1) and (2), 21(2) and 22(2);

(c) alist of rejected hedth daimsand the reasons for their rejection.

Hedth dams authorised on the basis of proprictary data shal be placed on a
separate Annex to the Register with the following information:

(1) the date the Commisson authorised the hedth clam and the name of the
origind gpplicant that was granted authorisation;

%8 Presidency's compromise proposal, on the basis of a suggestion by F.
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(20 that the Commisson authorised the hedth clam on the bass of proprietary
data;

(3) that the hedth clam is restricted for use unless a subsequent gpplicant obtains
authorisation for the clam without reference to the proprigtary data of the

origind gpplicant.
3. The Register shal be made available to the public.
Article 19
Data protection
1 The scientific data and other information in the gpplication dosser required under

Article 14 (2) may not be used for the benefit of a subsequent gpplicant for a period
of seven years °from the date of authorisation, unless the subsequert applicant has
agreed with the prior applicant that such data and information may be used, where:

(@ the sientific data and other information has been designated as proprietary by
the prior applicant at the time the prior application was made; and,

(b) the prior gpplicant had exclusve right of reference to the proprigtary data at the

time the prior gpplication was made; and,

(¢ the hedth clam could not have been gpproved without the submisson of the
proprietary data by the prior gpplicant.

9 NL, supported by DK, suggested to shorten this period, possibly to three years.
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Until the end of the saven years period specified in paragraph 1, no subsequent
goplicant shdl have the right to refer to data designated as proprietary by a prior
goplicant unless and until the Commisson tekes a decison on whether an
authorisation could be or could have been granted without the submisson of data
designated as proprietary by the prior applicant.

Article 20

National provisions "

Without prgudice to the Treaty, in particular Articles 28 and 30 thereof, Member
States may not redtrict or forbid trade in or advertisng of foods which comply with
this Regulaion by the application of non-harmonised nationd provisons governing
claims made on certain foods or on foods in generd.

Article 21

Notification procedure

Where reference is made to this Article, the procedure laid down in paragraphs 2, 3
and 4 shal apply.

If a Member State condders it necessary to adopt new legidation, it shdl notify the
Commisson and the other Member States of the envisaged measures and give the
reasons judtifying them.

The Commisson shdl consult the Standing Committee on the Food Chain and
Animd Hedth indituted by Article 58 (1) of Regulation (EC) No 178/2002
(hereinafter referred to as the “Committeg’) if it condders such consultation to be
useful or if a Member State s0 requests, and shal give an opinion on the envisaged

measures.

70

This Article is under consderation by the Coundl's legal service.
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The Member State concerned may take the envisaged measures sx months after the
notification referred to in paragraph 2, provided that the Commisson's opinion is not
negdtive.

If the Commisson’s opinion is negative, it shal determine, in accordance with the
procedure referred to in Article 23(2) and before the expiry of the period referred to
in the firs subparagreph of this paragraph, whether the envisaged measures may be
implemented. The Commission may require certain amendments to be made to the

envisaged measure.

Article 22

Safeguard measures

Where a Member State has serious grounds for consdering that a clam does not
comply with this Regulation, or that the sdentific subgtantigtion provided for in
Article 6 is insufficient, tha Member State may temporarily suspend the use of that
cam within its territory.

It shdl inform the other Member States and the Commission and give reasons for the

suspension.

In accordance with the procedure referred to in Article 23(2), a decison shdl be
taken, where gppropriate after obtaining an opinion from the Authority.

The Commisson may initiate this procedure on its own initigtive.

The Member State referred to in paragraph 1 may mantain the suspenson until the
decision referred to in paragraph 2 has been notified to it.
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Article 23

Committee procedure

The Commission shall be assisted by the Standing Committee on the Food Chain and
Anima Hedth indituted by Article 58 (1) of Regulation (EC) No 178/2002,
heresfter referred to asthe “ Committee’.

Where reference is made to this paragraph, Artides 5 and 7 of
Decison 1999/468/EC shdl apply, having regad to the provisons of Artice 8

thereof.
The period laid down in Artide 5(6) of Decision 1999/468/EC shdl be three months.

The Committee shall adopt itsrulesof procedure.

Article 24

Monitoring "

To fadilitate efficient monitoring of foods bearing nutrition or hedth claims, Member States
may require the manufacturer or the person placing such foods on the market in their territory
to notify the competent authority of that placing on the market 2 by forwarding it amodd of

the [abel

used for the product.

71 D:

the whole article should be deleted in the context of the proposd to introduce a

notification process. cf aso footnotes 25 and 41.
FIN moreover noted thet this article requiring notification to the Member State on the
use of aclaim may beincongstent with the prior authorisation mechanism set upin
Articles 14-17.

2| wondered whether monitoring should aso cover the production stage of the foodstuff,
and suggested to that effect that a rdevant reference is made in recital 25.
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Article 25

Evaluation
By ... a the latest [last day of the fifth month following date of adoption + 6 years], the
Commission shal submit to the European Parliament and to the Council areport on the
gpplication of this Regulation, in particular on the evolution of the market of foods in respect
of which nutrition or hedth clams are made and on the consumers under standing of

claims "3, together with a proposal for anendments if necessary.

Article 26
Entry into force
This Regulation shdl enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union.

It shal gpply from [first day of the sixth month following publication].
74

73
74

Presidency's compromise proposdl, following arequest by DK.
UK, supported by F/FIN, proposes the addition of the following text:

"Health claims, other than those referred to in Article 12(1), that are used for foods,
categories of food or food constituents at the time this Regulation entersinto forcein
compliance with existing provisions, can continue to be used provided an application
ismade pursuant to Article 14 within twelve months following the entry into force of
this Regulation and until six monthsafter afinal decision istaken pursuant to Article

16".
DK: scrutiny reserve on this proposd.
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Foods placed on the market or [abelled prior to that date which do not comply with this
Regulation may be marketed until [last day of the eleventh month following publication]. ™

This Regulation shdl be binding in its entirety and directly applicablein dl Member States.

Done &t Brusss,
For the European Parliament For the Council
The President The President

75

UK, supported by F/FIN/I/IRL and opposed by DK, suggested alonger transitiond
period, possibly 23 months, as some exigting products have along durability.
Cionwould prefer to keep the current text.

P, opposed by F, suggested that this deadline would refer only to nutrition claims,
whereas for the hedlth claims products should be alowed to be marketed until their
expiry date.
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ANNEX TO ANNEX

Nutrition claims and conditions applying to them "
LOW ENERGY
A cdam that afood islow in energy, and any cdlam likely to have the same meaning for the

consumer, may only be made where the product does not contain mor e than 40 kcal (170
kJ)/100g for solids and [or] morethan 20kcal (80kJ)/100ml for liquids.

[.]"7

NATURALLY

Whereafood naturally meetsthe condition(s) laid down in this Annex for the use of a
nutritional claim, theterm " naturally" may be used asa prefix to the claim, unless all smilar
food also naturally meet the said condition(s).

ENERGY-REDUCED

A dam that afood is energy-reduced, and any cdlaim likely to have the same meaning for the

consumer, may only be made where the energy value is reduced by at least 30% '8, with an
indication of the characteristic(s), which make(s) the food reduced in itstotal energy vaue.

% s auggests the following title: "Nutrition and substance claims and conditions applying to

them’".

T Presidency suggests ddleting this sentencein al daims and adding the daim "Naturaly", as
follows.

8 UK hasaresarve on this figure whilst the Presidency suggests adding, after "30%", "in
accordance with Article 9(2)".
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ENERGY-FREE

A dam that afood is energy-free, and any cdlam likely to have the same meaning for the consumer,
may only be made where the product contains less than " 4kcal (17kJ)/200ml.

[...]

80

LOW FAT

A damthat afood islow infat, and any clam likely to have the same meaning for the consumer,

may only be made where the product contains no more than 3g of fat per 100g or 1.59 of fat per
100ml (1.8g of fat per 100 ml for semi-skimmed milk 8%).

[...]
FAT-FREE
A dam that afood isfat-free, and any cdlam likely to have the same meaning for the consumer,

may only be made where the product contains no more than 0.5g of fat per 100g or 100ml.
However, clams expressed as “ X% fat-free’ shdl be prohibited.

[.]

9 F suggests replacing "contains less than" with "does not contain not more than”, in linewith

the Codex Alimentarius standard.

Srefersto aproposd of cdlam on "High energy” (made by UK) and considers that regarding
enterd formulathereisadividing line for sandard entera formula with 100 kcal/100 ml and
"energy enterd formuld' with 150 kca/100 ml. Thusthe level of 150 kcal/100 ml might be a
auitable figure for ahigh-energy daim. Thisisin line with enteral formula products on the

80

market.
81 DK, supported by SIFIN/SI (Sovenia), considers that this figure is excessive and would
prefer 1.59.

S dso consders that there are other ways to indicate the presence of fat, such as 42 % fat etc.
It however consders that, as concerns margarine, clams "reduced” or "light/lite’ should
apply.
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LOW SATURATED FAT 8

A damthat afood islow in saturated fat, and any claim likely to have the same meaning for the
consumer, may only be made where the product contains no more than 1.59 of saturates per 1009
for solids or, 0.75g of saturates per 100ml for liquids and in either case saturated fat must not

provide more than 10% of energy.

[.]

82 B, supported by F/GR/A/FIN, considers that some claims related to fat might be added (such
as "Cholegteral freg", "Contains mono-unsaturated fatty acids', "Contains poly- unsaturated
fatty acids' or "Contains Omega3 fatty acids'); S consgdersthat cholesterol claims could be
mideading.
F suggests adding the fallowing daims.
OMEGA-3FATTY ACID SOURCE
The food must contain more than 15% of the RNI [with RNI set at 2yday for an adult mae]
for an adult mae of the omega- 3 fatty acids concerned per 100g or 100ml or 100kcal.
HIGH IN OMEGA-3 FATTY ACIDS
The food must contain more than 30% of the RNI for an adult male of the omega-3 fatty acids
concerned per 100g or 100ml or 100kcal.
LOW IN CHOLESTEROL
The food musgt not contain more than 20mg of cholesterol per 100g (solids) or not more than
10mg/100 ml (liquids).
CHOLESTEROL-FREE
Not more than 5mg/100g (solids) and not more than 5mg/100ml (liquids) and less than 1.5g
of saturated fatty acids per 100g or 0.75¢g/100ml (liquids) and less than 10% of energy or less
than 1g/100kca derived from saturated fatty acids.
Severd delegations consder that it is necessary to reflect on trans-fatty acids (in aliquid or
solid form) and, following receipt of the Authority's opinion, to assess the Stuation.
DK suggests the following text:
"A dam that afood islow in saturated fat, and any clam likely to have the same meaning for
the consumer, may only be made if the sum of saturated fatty acids and trans fatty acidsin the
product does not exceed 1.5¢g/100g for solids or 0.75g/100ml for liquids and in either case the
sum of saturated fatty acids and trans fatty acids must not provide more than 10% of energy.”
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SATURATED FAT —-FREE

A clam that afood does not contain saturated fat, and any clam likely to have the same meaning
for the consumer, may only be made where the product contains no more than 0.1g of saturated fat
per 100g or 100ml. &

[.]

HIGH UNSATURATED FAT

A claim that afood contains high amount of unsaturated fat and any claim likely to have the
same meaning for the consumer may only be made wher e the amount of unsaturated fat is
[70%] of thetotal fat content in the product. 34

LOW SUGARS

A daim that afood islow in sugars ®°, and any dlaim likely to have the same meaning for the
consumer, may only be made where the product contains no more than 5g of sugars per 100g or
100m. &

]

8 Inaccordance with the principle mentioned in the previous footnote, DK prefers the

dternative wording:
"... where the sum of saturated fat and trans fatty acids does not exceed 0.1g per 100g or
100ml.".
Presidency's compromise, at this stage (as other delegations aso suggested damson
monounsaturated and polyunsaturated fats), following a suggestion by FIN which dso
proposed to cover high soft fat but was not supported by severa delegations. The figure of
70% isaso questioned by F/NL.
8 FIN, supported by B/DK/S, suggests areference to the definition of sugars (as defined in
Article 2(2) of Directive 90/496/EC).
8  DK/P/S suggest the following aternative text:
"... where the product contains no more than 5g of sugars per 100g or 2.5g of sugars per
100ml."

84
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SUGARS-FREE

A dam that afood is sugars-free, and any clam likely to have the same meaning for the consumer,
may only be made where the product contains no more than 0.5g of sugars per 100g or 100ml.

[.]

WITH NO ADDED SUGARS

A clam gating that sugar has not been added to afood, and any clam likely to have the same
meaning for the consumer, may only be made where the product does not contain any added mono-

or disaccharides or any other food used for its sweetening properties. 8’
LOW SODIUM / SALT 88
A dam that afood islow in sodium, and any clam likdly to have the same meaning for the

consumer, may only be made where the product contains no more than 0.12g of sodium, or the

equivaent vaue for sdt, per 100g or per 100ml.

87 F, supported by B/l points out the necessity to be very cautiousin the wording of thisclaim

which should clearly informs the digbetics of the sugar content; F suggests adding where
necessary after "With no added sugars' that " This product naturaly contains sugar(s)".
DK/GR/NL/A: scrutiny reservation on this addition.

The Presidency suggests deleting this claim; severd delegations (notably A/FIN/S) have a
scrutiny reservation on the deletion whilst DK/NL support it.

S: areference to the definitions of sugars in 90/496/EEC would be useful.

Cion suggests a modification of Article 2 (see footnote to this Article), in order to take into
account the remarks made by FIN on sugar.

The Presidency suggests deleting any mention of "sodium™ and is supported by F/P/S but
opposed by GR which prefers the Cion text.

F/S, supported by B, consder that, if "sodium” is used, its equivdent vauein "sdt" should be
specified and be put in proximity to the declared amount of sodium (S suggests an
information such as " Sodium X g, correspondingto Y g st "The amount of sdt is obtained
by multiplying the amount of sodium with 2,5%).

FIN suggests the dternative option of deleting the mention of "sdt".

D, supported by B/NL, consders that "sdt" and "sodium” could be both used (D aso suggests
adigtinction between solid and liquid products (with no more than 0.2g of sodium per 200 ml
as regards beverages).

88
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]

VERY LOW SODIUM / SALT

A damthat afood is very low in sodium, and any clam likely to have the same meaning for the
consumer, may only be made where the product contains no more than 0.04g of sodium, or the

equivaent value for sat, per 100g or per 200 ml.

[.]

SODIUM-FREE or SALT-FREE

A clam that afood is sodium-free, and any clam likdly to have the same meaning for the
consumer, may only be made where the product contains no more than 0.005g of sodium, or the

equivdent vaue for sdt, per 100g.

[..]

SOURCE OF FIBRE

A dam that afood isa source of fibre, and any dam likely to have the same meaning for the

consumer, may only be made where the product contains at least [3g of fibre per 100g or &t least
1.5g of fibre per 100kcal] &°.

[.]

8 Saverd delegations show their perplexity on these figures, owing to the absence of definition
of "fibre" aswell as of gpecific implementation measures.
UK suggests that @ther the Englyst method of analysisis specified in the regulation, or higher
levels of fibre are required for the relevant clams.
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HIGH FIBRE

A damthat afood ishigh in fibre, and any dam likely to have the same meaning for the
consumer, may only be made where the product contains a least [6g of fibre per 100g or at least 3g
of fibre per 100kcal] %.

[...]
SOURCE OF PROTEIN
A dam that afood isasource of protein, and any clam likely to have the same meaning for the

consumer, may only be made where at least 12% °* of the energy value of the food is provided by

protein.

[..]

HIGH PROTEIN

A dam that afood ishigh in protein, and any dam likely to have the same meaning for the

consumer, may only be made where at least 20% %2 of the energy value of the food is provided by

protein.

[.]

% Seepreviousfootnote.

91 B, supported by DK, considers that afigure per 100g or 100ml is more correct.
92 FIN prefers 24%, asit is the case a Codex Alimentarius level.
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NATURAL SOURCE OF VITAMINS AND/OR MINERALS *3

A dam that afood isanaurd source of vitamins and/or minerds, and any clam likely to have the
same meaning for the consumer, may only be made where the product contains at least 15% of the
recommended daily alowance specified in the Annex of Council Directive 90/496/EEC per 100 g
or 100 ml.

ENRICHED [OR FORTIFIED] %N VITAMINS AND/OR MINERALS
A damthat afood is enriched or fortified in vitamins and/or minerds, and any claim likely to have
the same meaning for the consumer, may only be made where the product contains the vitamins

and/or minerdsin a least a Sgnificant amount as defined in the Annex of Directive 90/496/EEC.

HIGH VITAMINS AND/OR MINERALS

A dam tha afood is high in vitamins and/or minerds, and any clam likely to have the same
meaning for the consumer, may only be made where the product contains at least twice the vaue of

“source of vitamins and minerals’. %°

]

9 DK, supported by F, considers that, for liquid products and in line with the Codex guiddlines,

aclam of "source' can be usad if the product contains at least 7.5 % of the recommended
dally alowance per 100 ml.
UK congdersthat vitamin and minerd claims should only be dlowed if they were based on
the amount per portion rather than grams/100g, mI/200ml or RDA/100g, in order to avoid
mideading labelling of some products.
At the request of severd delegations which consder that the use of this term depends on the
solution which would be adopted in the Cion's proposal on fortified foods, the Presidency
suggests suspending the discussion on this term, pending such adoption.
% DK suggestsdternatively:
"... where the product contains at least twice the vaue of " natural source of vitamins and/or
minerals'."

94

6321/04 UNOFFICIAL VK/am 48
ANNEX TO ANNEX DG EN



96

CONTAINS (NAME OF THE NUTRIENT OR OTHER SUBSTANCE) ¥’

A clam that afood contains a nutrient or ancther substance, or any claim likely to have the same
meaning for the consumer, may only be made where the product complieswith al the gpplicable
provisons of this Regulation.

[..]
INCREASED (NAME OF THE [...] NUTRIENT) *8

A clam gating that the content in one or more nutrients, other than vitamins and minerals, has
been increased, and any claim likely to have the same meaning for the consumer, may only be made
where the product meets the conditions for the clam “source of” and the increase in content is at

least 30% compared to asimilar product.
REDUCED (NAME OF THE NUTRIENT)

A dam gating that the content in one or more nutrients has been reduced, and any clam likely to
have the same meaning for the consumer, may only be made where the reduction in content is at
least 30% compared to asmilar product, except for micronutrients where a 10% difference in the
reference vaues as set in Council Directive 90/496/EEC shall be acceptable.

% F consders that there should only be provision for "source of vitamins and/or minerd salts'

and "high in vitamins and/or minerd sdts' with a minimum content in liquids of 7,5% of RDI
and 15% of RDI for "source of" and "high in" respectively.
DK expresses serious doubts about this clam which in its view would be generdly
mideading.
UK proposes the addition of the following:
"Where afactud content claim is made about the fat, sdt or caorific content, figuresfor dl
three must be given in grams or caories, as part of that clam, and these shdl be given per
portion, and the claim shall comply with dl the gpplicable provisons of this Regulation as
appropriate.”
% The Presidency suggests the deletion of "macro” together with the addition of "other than
vitamins and mineras'.
F suggests dterndtively "Increased (name of the nutrient) by X% ".

97
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LIGHT/LITE

A dam daing that aproduct is“light” or “lite’, and any clam likely to have the same meaning for
the consumer, shdl follow the same conditions as those st for the term “reduced”; the claim shall
aso be accompanied by an indication of the cheracterigtic(s) which make the food “light” or “lite”.

LOW LACTOSE
A claim that afood islow in lactose, and any claim likely to have the same meaning for the

consumer may only be made wher e the product contains no morethan 1g lactose per 100 g or
100 ml of ready to eat food.

LACTOSE FREE
A claim that afood islow in lactose, and any claim likely to have the same meaning for the

consumer may only be made wher e the product contains non-detectable amounts of lactose
when analysed (i.e. lessthan 10 mg/ 100 g or 100 ml of ready to eat food).
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