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Amendment by Christopher Heaton-Harris

Amendment 60

Rejects the Commission's proposal;

Or. en
Justification

This is overly-burdensome regulation that would provide very little if any benefit to the 
consumer.  This proposal exceeds the powers of the EU to interfere in member state health 
policies and would adverse impacts on food and marketing and advertising, thus removing 
information from the consumer.

Amendment by Jens-Peter Bonde

Amendment 61
Recital 2 a (new)

(2a) In order to ensure the highest possible 
level of consumer protection at the same 
time, the Regulation on health claims 
should not apply to Member States which 
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prohibit health claims.

Or. da

Justification

In some Member States, a ban on health claims is an aspect of a high level of consumer 
protection. The Regulation should not apply to those Member States so that they can maintain 
their ban. The internal market should not take precedence over consumer protection.

Amendment by Phillip Whitehead

Amendment 62
Recital 5 a (new)

(5a) National voluntary front of pack 
nutrition labelling schemes which are 
endorsed by a Member State and comply 
with the principles set out in this 
Regulation should not be prohibited.

Or. en

Justification

Some Member State governments are currently researching and developing the most 
consumer friendly format for voluntary front of pack nutrition labelling schemes.  Once such 
schemes are introduced by the national government and until such time as there is an EU 
wide scheme, they shall not be prohibited as long as they are in line with the principles 
established by this Regulation.

Amendment by Jens-Peter Bonde

Amendment 63
Recital 8

(8) There is a wide variety of claims 
currently used in the labelling and 
advertising of foods in some Member States 
relating to substances that have not been 
shown to be beneficial or for which at 
present there is not sufficient scientific 
agreement. It is necessary to ensure that the 
substances for which a claim is made have 
been shown to have a beneficial nutritional 

(8) There is a wide variety of claims 
currently used in the labelling and 
advertising of foods in some Member States 
relating to substances that have not been 
shown to be beneficial or for which at 
present there is not sufficient scientific 
agreement. It is, therefore, necessary to 
ensure that the substances for which a claim 
is made have been shown scientifically to 
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or physiological effect. have a beneficial nutritional or physiological 
effect, and at the same time that they are 
unlikely to have any potential side-effects 
when consumed.

Or. da

Justification

It is not justifiable to require individual consumers to be responsible for avoiding negative 
side-effects of their food. This places great demands on individual consumers as to which 
food they buy, which members of the family may eat what and in what quantities. Unless there 
is a requirement that the scientific documentation also includes long-term studies of side-
effects and the stability of the substances, consumers are at risk of being exposed to a health 
hazard at the same time as there is insufficient evidence of the products' healthy qualities.

Amendment by Mia De Vits

Amendment 64
Recital 10 a (new)

(10a) Nutrition and health claims inform 
consumers about particular properties of 
the food. It is very important for consumers 
to understand the role and the place of the 
food in a balanced diet.
Therefore it would be appropriate for the 
Commission based on scientific advice of 
the EFSA to establish nutrient reference 
intake values to be put on the label.

Or. en

Justification

It is vital that consumers are provided with adequate information about how individual 
foodstuffs, particularly those that bear claims, fit into a balanced diet. Therefore it would be 
appropriate that the food making nutrition and health claims clearly includes on the label the 
framework of a balanced diet and a healthy lifestyle.

Amendment by Jens-Peter Bonde

Amendment 65
Recital 10 b (new)
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(10b) It is imperative to establish a clear 
and precise definition of 'average 
consumer' before the Regulation enters 
into force.

Or. da

Justification

The present definition of 'average consumer' is inadequate and cannot therefore be used as a 
tool for establishing a sensible framework to determine what are reasonable health claims. It 
would be reasonable to select criteria as a basis for assessing when a consumer may be 
regarded as 'well-informed' or 'circumspect'. It is necessary to explain which criteria and 
yardsticks define the average European consumer so as to avoid misrepresentation of certain 
consumer groups at the same time as ensuring that producers are able to document consumer 
perceptions of health claims.

Amendment by Edit Herczog

Amendment 66
Recital 10 c (new)

(10c) In accordance with the principle of 
proportionality, and in order to permit the 
effective application of the protections 
contained in it, this Regulation takes as a 
benchmark the average consumer, who is 
reasonably well-informed and reasonably 
observant and circumspect, taking into 
account social, cultural and linguistic 
factors, as interpreted by the Court of 
Justice, but also contains provisions aimed 
at preventing the exploitation of consumers 
whose characteristics make them 
particularly vulnerable to misleading 
claims.

Or. en

Justification

General introduction to art.2 para. 8 definition of "average consumer".
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Amendment by Mia De Vits

Amendment 67
Recital 10 d (new)

(10d) It is appropriate to protect all 
consumers from misleading claims; 
however the Court of Justice has found it 
necessary in adjudicating on advertising 
cases since the enactment of Directive 
84/450/EEC to examine the effect on a 
notional, typical consumer.
In line with the principle of proportionality, 
and to permit the effective application of 
the protections contained in it, this 
Regulation takes as a benchmark the
average consumer, who is reasonably well-
informed and reasonably observant and 
circumspect, and takes into account social, 
cultural and linguistic factors, as 
interpreted by the Court of Justice but also 
contains provisions aimed at preventing the 
exploitation of consumers whose 
characteristics make them particularly 
vulnerable to misleading claims.

Or. en

Justification

By analogy with 'unfair trading practices', it is important to delete the definition of 'average 
consumer' from this article. The prime concern is to protect all consumers against misleading 
claims, and it is essential that all consumers should be covered, with due account taken of 
vulnerable consumers.
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Amendment by Edit Herczog

Amendment 68
Recital 10 e (new)

(10e) Nutrition and health claims inform 
consumers about particular properties of 
the food. It is very important for consumers 
to understand the role of food in a balanced 
diet. Therefore it would be appropriate for 
the Commission to establish nutrient 
reference intake values, based on scientific 
advice of the Authority, to be put on the 
label.

Or. en

Justification

It is vital that consumers are provided with adequate information about how individual 
foodstuffs, particularly those that bear claims, fit into a balanced diet. Therefore it is 
appropriate in case of nutrition and health claims made on foods to clearly include on the 
label guidance as to a balanced diet and a healthy lifestyle.

Amendment by Małgorzata Handzlik

Amendment 69
Recital 11

(11) Only vitamins and minerals normally 
found in and consumed as part of the diet 
and considered essential nutrients should be 
allowed to be added in foods although this 
does not mean that their addition therein is 
necessary. Controversy as to the identity of 
these essential nutrients that could 
potentially arise should be avoided. 
Therefore it is appropriate to establish a 
positive list of these vitamins and minerals.

(11) Only vitamins and minerals normally 
found in and consumed as part of the diet 
and considered essential nutrients should be 
allowed to be added in foods although this 
does not mean that their addition therein is 
necessary. Controversy as to the identity of 
these essential nutrients that could 
potentially arise should be avoided. 
Therefore it is appropriate to establish a 
positive list of these vitamins and minerals.
The scientific substantiation of claims 
should be proportionate to the type of 
benefits that are claimed.
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Or. en

Justification

The materiality of the applied claim must be proportionate to the requirements on the 
advancement of scientific substantiation.

Amendment by Alexander Stubb

Amendment 70
Recital 13 a (new)

(13a) Rules for the use of the claim "low 
fat" are laid down in Regulation (EC) 
2991/94 of 5 December 1994 laying down 
standards for spreadable fats¹. Any 
additional restrictions on claims relating to 
fat content should therefore not apply to 
spreadable fats for the time being.
_________________________
¹ OJ L 316, 9.12.1994, p. 2.

Or. en

Justification

This Regulation should not apply to spreadable fats, for which the Regulation (EC) 2991/94 
provides separate rules. It should be clearly stated that claims on the levels of fat will not be 
applied for the time being to spreadable fats. Such claims are currently permitted under the 
Nutrition Labelling Directive in relation to the general Labelling Directive and on the basis 
of specific national legislation and guidelines (Austria, Germany, Netherlands, UK, etc.). 
These claims have been in use for more than 40 years and have contributed to consumers 
knowledge.

This amendment replaces amendment 5 from the draft opinion.

Amendment by Phillip Whitehead

Amendment 71
Recital 17

(17) Health claims that describe the roles of (17) Health claims that describe the roles of 
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nutrients or other substances in growth, 
development and normal physiological 
functions of the body, based on long-
established and non-controversial science, 
should undergo a different type of 
assessment and authorisation. It is therefore 
necessary to adopt a list of permitted claims 
describing the role of a nutrient or other 
substance.

nutrients or other substances in growth, 
development and normal physiological 
functions of the body, based on long-
established and non-controversial science, 
should undergo a different type of 
assessment and authorisation. It is therefore 
necessary after consulting the Authority to 
adopt a list of permitted claims describing 
the role of a nutrient or other substance.

Or. en

Justification

“Long-established and non-controversial science” must be judged by independent scientists. 
Therefore the involvement of the EFSA is necessary.

Amendment by Alexander Stubb

Amendment 72
Recital 20

(20) In order to ensure that health claims are 
truthful, clear, reliable and useful to the 
consumer in choosing a healthy diet, the 
wording and the presentation of health 
claims should be taken into account in the 
opinion of the Authority and in the 
subsequent authorisation procedure.     

(20) In order to ensure that health claims are 
truthful, clear, reliable and useful to the 
consumer in choosing a healthy diet, the 
meaning and the presentation of health 
claims should be taken into account in the 
opinion of the Authority and in the 
subsequent authorisation procedure.

Or. en

Justification

It is the meaning of the health claim rather than a semantic examination of its wording that 
should be examined and authorised by the Authority.

*** If the amendment above is admissible, withdraw amendment 7 ***

Amendment by Phillip Whitehead

Amendment 73
Recital 20

(20) In order to ensure that health claims are (20) In order to ensure that health claims are 
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truthful, clear, reliable and useful to the 
consumer in choosing a healthy diet, the 
wording and the presentation of health 
claims should be taken into account in the 
opinion of the Authority and in the 
subsequent authorisation procedure.

truthful, clear, reliable and useful to the 
consumer in choosing a healthy diet, the 
wording and the presentation of health 
claims must be taken into account in the
opinion of the Authority and in the 
subsequent authorisation procedure.
The authorisation procedure should 
include aking a consumer panel to judge 
the perception and understanding of the 
claim.

Or. en

Justification

'Must' strengthens the text. Consumers might perceive the meaning of a claim differently from 
the intention of scientists and / or industry. It is therefore important to introduce a consumer 
panel in the authorisation procedure.

Amendment by Jens-Peter Bonde

Amendment 74
Recital 20

(20) In order to ensure that health claims are 
truthful, clear, reliable and useful to the 
consumer in choosing a healthy diet, the 
wording and the presentation of health 
claims should be taken into account in the 
opinion of the Authority and in the 
subsequent authorisation procedure.

(20) In order to ensure that health claims are 
truthful, clear, reliable and useful to the 
consumer in choosing a healthy diet, the 
wording and the presentation of health 
claims need to be taken into account in the 
opinion of the Authority and in the 
subsequent authorisation procedure.

Or. da

Justification

It is essential that health claims are authorised in the light of a specific assessment of the 
wording and presentation of the health claim.

Amendment by Jens-Peter Bonde

Amendment 75
Recital 21

(21) In some cases, scientific risk deleted
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assessment alone cannot provide all the 
information on which a risk management 
decision should be based. Other legitimate 
factors relevant to the matter under 
consideration should therefore be taken 
into account.

Or. da

Justification

Claims should not be authorised if a scientific risk assessment cannot provide all the 
information on which a risk management decision should be based. In so far as 'other 
legitimate factors' are to form part of the assessment, these factors should be clearly defined 
and criteria should be laid down in regard to those factors. This establishes a standard frame 
of reference for deciding whether a claim should be allowed or prohibited. These factors must 
be clarified before the notification procedure for claims can take effect.

Amendment by Jens-Peter Bonde

Amendment 76
Recital 25 a (new)

(25a) The registered data should be of such 
a nature that they can be compared across 
the Member States. Business operators who 
market their products with health claims 
should cover part of the additional cost of 
checks.

Or. da

Justification

To be able to make use of data, e.g. in assessing and improving overall nutrition policy, it 
must be possible to compare them across the Member States. As it is likely that authorisation 
of claims will bring operators economic benefits, operators who market their products via 
health claims should bear part of the cost of checks and monitoring. One lesson to be learned 
from the GMO affair is that greater financial resources should be available to carry out the 
necessary checks and that it is the taxpayer who will be left with the additional costs.

Amendment by Jens-Peter Bonde

Amendment 77
Article 1, paragraph 1 a (new)
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1a. The provisions of this Regulation shall 
apply exclusively to those Member States 
which already allow health claims.

Or. da

Justification

In some Member States, a ban on health claims is an aspect of a high level of consumer 
protection. The Regulation should not apply to those Member States so that they can maintain 
their ban. The internal market should not take precedence over consumer protection.

Amendment by Małgorzata Handzlik

Amendment 78
Article 1, paragraph 2

2. This Regulation shall apply to nutrition 
and health claims in the labelling, 
presentation and advertising of foods to be 
delivered as such to the final consumer. It 
shall also apply to foods intended for supply 
to restaurants, hospitals, schools, canteens 
and similar mass caterers. 

2. This Regulation shall apply to nutrition 
and health claims in the labelling, 
presentation or advertising of foods placed 
on the market and which are intended to be 
delivered as such to the final consumer,
including foods that are placed on the 
market unpacked or supplied in bulk. It 
shall also apply in respect of foods intended 
for supply to restaurants, hospitals, schools, 
canteens and similar mass caterers. This 
Regulation does not apply to trade marks 
that comply with the provisions of First 
Council Directive 89/104/EEC of 21 
December 1988 to approximate the laws of 
the Member States relating to trade marks¹, 
and Council Regulation (EC) No 40/94 of 
20 December 1993 on the Community trade 
mark².
_________________
¹ UL L 40, 11.2.1989, p. 1.
² UL L 11, 14.1.1994, p. 1.

Or. en

Justification

Safeguarding the protection of consumer in the event of trade marks could be achieved during 
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their registration (pursuant to Art. 3 of Directive 89/104 on trade marks). The covering of 
trade marks with this Regulation would imply double regulation: both at the level of trade 
mark registration and at the level of nutrition and health claims.

Amendment by Mia De Vits

Amendment 79
Article 1, paragraph 2

2. This Regulation shall apply to nutrition 
and health claims in the labelling, 
presentation and advertising of foods to be 
delivered as such to the final consumer. It 
shall also apply to foods intended for supply 
to restaurants, hospitals, schools, canteens 
and similar mass caterers.

2. This Regulation shall apply to nutrition 
and health claims in the labelling, 
presentation and advertising of foods which 
are placed on the market and intended to be 
delivered as such to the final consumer. It 
shall also apply to foods intended for supply 
to restaurants, hospitals, schools, canteens 
and similar mass caterers. This Regulation 
shall not apply to brand names which 
accord with Directive 89/104/EEC and 
Regulation (EC) No 40/94 as amended.

Or. nl

Justification

To enable existing brand names to be retained and their use to continue.

To preserve consumer confidence. 

Amendment by Henrik Dam Kristensen

Amendment 80
Article 1, paragraph 2

2. This Regulation shall apply to nutrition 
and health claims in the labelling, 
presentation and advertising of foods to be 
delivered as such to the final consumer. It 
shall also apply to foods intended for supply 
to restaurants, hospitals, schools, canteens 
and similar mass caterers.

2. This Regulation shall apply to nutrition 
and health claims made in commercial 
communications for foods, whether in the 
labelling, presentation or advertising of food 
to be delivered as such to the final 
consumer, including foods which are placed 
on the marked unpacked or supplied in 
bulk. It shall also apply to foods intended for 
supply to restaurants, hospitals, schools, 
canteens and similar mass caterers.
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Or. en

Justification

It is important that all kinds of commercial communications for foods are included in the 
provisions of this Regulation. At the same time foods which are placed on the marked 
unpacked or supplied in bulk are not left out of the provisions of this Regulation.

Amendment by Henrik Dam Kristensen

Amendment 81
Article 1, paragraph 2 a (new)

2a. A trademark, brand name or fancy 
name appearing in the labelling, 
presentation or advertising of a food which 
may be perceived by the consumers as a 
nutrition or health claim may only be used 
if accompanied by a relevant associated 
nutrition or health claim in that labelling, 
presentation or advertising which complies 
with the provision of this Regulation. A 
brand name, trade mark or fancy name 
which indicates or states that the product 
has an effect on health or certain diseases 
shall thus be accompanied by a health 
claim and a trade mark, brand name or 
fancy name which makes reference to 
certain nutrients and/or the nutritional 
composition of the food shall be 
accompanied by a nutrition claim.  With 
regard to trade marks, brand names or 
fancy names existing before 1 January 
2005 this provision will apply with effect 
from [date of entry into force plus two 
years]

Or. en

Justification

It is important that trade marks brad names or fancy names which can be perceived as a 
nutrition/and or health claim by the consumers is also regulated in accordance with the 
provisions laid down in the regulation.
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Amendment by Othmar Karas

Amendment 82
Article 1, paragraph 4 a (new)

4a. This Regulation does not apply to trade 
marks that comply with the provisions of 
Directive 89/104/EEC, and Regulation 
(EC) No 40/94.
Any other type of commercial brand name 
(such as common law trade marks and 
trade names), the use of which may fall 
within the scope of this Regulation, will not 
be subject to this Regulation provided that, 
where the commercial brand name itself 
constitutes a nutrition or health claim, it 
shall be accompanied by a nutrition or 
health claim whenever the brand name is 
used in the labelling, advertising or 
presentation of food.

Or. en

Amendment by Christopher Heaton-Harris

Amendment 83
Article 2, paragraph 2, point 1

(1) "claim" means any message or 
representation, which is not mandatory 
under Community or national legislation, 
including pictorial, graphic or symbolic 
representation, which states, suggests or 
implies that a food has particular 
characteristics;

(1) "claim" means any message or 
representation, which is not mandatory 
under Community or national legislation, 
including pictorial, graphic or symbolic 
representation, which states or implies that a 
food has particular characteristics, with the 
exception of brand names already 
registered as trade marks;

Or. en

Justification

Trademark law already ensures that deceptive marks cannot be registered, and any which are 
wrongfully registered can be removed.  Furthermore, trademarks are not seen as "claims" in 
the sense envisaged by the Regulation and do not offend against its states target of protecting 
consumers from misleading claims.  The forthcoming Directive on Unfair Commercial 
Practices will ensure that the claims which can be made by a trademark are fulfilled by the 
product.  This is unnecessary duplication of legislative provisions on an issue already 
regulated elsewhere (trademark law and UCP).



AM\562665EN.doc 15/97 PE 355.746v02-00

EN

Amendment by Mia De Vits

Amendment 84
Article 2, paragraph 2, point 8

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

deleted

Or. nl

Justification

By analogy with 'unfair trading practices', it is important to delete the definition of 'average 
consumer' from this article. The prime concern is to protect all consumers against misleading 
claims, and it is essential that all consumers should be covered, with due account taken of 
vulnerable consumers.

Amendment by Jens-Peter Bonde

Amendment 85
Article 2, paragraph 2, point 8

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

deleted

Or. da

Justification

The present definition of 'average consumer' is inadequate and cannot therefore be used as a 
tool for establishing a sensible framework to determine what are reasonable health claims. It 
would be reasonable to select criteria as a basis for assessing when a consumer may be 
regarded as 'well-informed' or 'circumspect'. It is necessary to explain which criteria and 
yardsticks define the average European consumer so as to avoid misrepresentation of certain 
consumer groups at the same time as ensuring that producers are able to document consumer 
views of health claims.

Amendment by Christopher Heaton-Harris

Amendment 86
Article 2, paragraph 2, point 8 a (new)

(8a) "food supplements" means foodstuffs 
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the purpose of which is to supplement the 
normal diet and which are concentrated 
sources of nutrients or other substances 
having a nutritional or physiological effect, 
alone or in combination, marketed in dose 
form, namely forms such as capsules, 
pastilles, tablets, pills and other similar 
forms, sachets of powder, ampoules of 
liquids, drop dispensing bottles, and other 
similar forms of liquids and powders 
designed to be taken in measured, small 
unit quantities.

Or. en

Justification

For consistency this uses the definition for food supplements from Directive 2002/46.

Amendment by Jens-Peter Bonde

Amendment 87
Article 3, paragraph 2, point (d a) (new)

(da) - be inconsistent with national dietary 
advice.

Or. da

Justification

Dietary habits vary between Member States and claims should therefore be in line with 
national dietary advice.

Amendment by Phillip Whitehead

Amendment 88
Article 4, Title

Restrictions on the use of nutrition and 
health claims

Conditions for the use of nutrition and 
health claims

Or. en
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Justification

Nutrient profiles are an important positive criteria for a possible use of nutritional or health 
claims, therefore instead of restrictions one should look for positive aspects, namely 
conditions for use.

Amendment by Mia De Vits

Amendment 89
Article 4, Title

Restrictions on the use of nutrition and 
health claims

Conditions for the use of nutrition and 
health claims

Or. en

Justification

Scientific assessment must be the basis for the establishment of nutritional profiles. the 
evaluation of nutritional profiles for food or for categories of food, by the Commission on the 
basis of the involvement of the EFSA is indeed the corner stone of this regulation 

Amendment by Toine Manders

Amendment 90
Article 4

Restrictions on the use of nutrition and 
health claims

Nutrient profiles

1. Within 18 months from the adoption of 
this Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 23 (2) establish specific nutrient 
profiles which food or certain categories of 
foods must respect in order to bear 
nutrition or health claims. 
The nutrient profiles shall be established, 
in particular, by reference to the amounts 
of the following nutrients present in the 
food:

1. Within 18 months from the adoption of 
this Regulation, the Commission shall report 
to Parliament and the Council on the 
desirability and feasibility of establishing 
nutrient profiles as a condition for 
nutrition and health claims for foods. The 
report shall be drawn up after consulting 
the Authority and in consultation with the 
parties concerned, particularly operators in 
the food industry. The report shall be based 
on scientific knowledge of diets and 
nutrition and their links to health and shall 
in particular take account of:

(a) fat, saturated fatty acids, trans-fatty 
acids

(a) the quantities of certain nutrients and 
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other substances contained in the food;
(b) sugars (b) the role and importance of the food or 

of certain categories of foods in a diet;
(c) salt/sodium. (c) the overall nutritional composition of 

foods and the presence of nutrients that 
have been scientifically proved to have a 
beneficial effect on health.

The nutrient profiles shall be based on 
scientific knowledge about diet, and 
nutrition, and their relationship to health 
and, in particular, on the role of nutrients 
and other substances with a nutritional or 
physiological effect on chronic diseases. In 
setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food 
business operators and consumer groups.
Exemptions and updates to take into 
account relevant scientific developments 
shall be adopted in accordance with the 
procedure referred to in Article 23 (2).

If the report indicates that it is desirable 
and feasible to establish nutrient profiles as 
a condition for nutrition and health claims 
for foods, the Commission shall propose an 
amendment to this Regulation pursuant to 
Article 251 of the Treaty, taking account of 
the report, the results of the consultations 
and the principles of subsidiarity and 
proportionality. 

2. By way of derogation from paragraph 1, 
nutrition claims referring to the reduction 
in the amounts of fat, saturated fatty acids, 
trans-fatty acids and sugars, salt/sodium, 
shall be allowed, provided they comply with 
the conditions laid down in this Regulation.
3. Beverages containing more than 1.2% by 
volume of alcohol shall not bear:
(a) health claims;
(b) nutritional claims, other than those, 
which refer to a reduction in the alcohol or 
energy content.
4. Other foods or categories of foods than 
those referred to in paragraph 3, for which 
nutrition or health claims are to be 
restricted or prohibited may be determined 
in accordance with the procedure referred 
to in Article 23(2) and in the light of 
scientific evidence.

Or. nl

Justification

Both the desirability and the feasibility of the concept of nutrient profiles as a precondition 
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for nutritional and health claims for food are dubious. Categorising foods as having more or 
less favourable profiles is meaningless, because the quantity consumed is the most important 
factor. The effectiveness of nutrient profiles as a weapon against obesity is therefore 
completely unclear. Scientifically too, this concept is in its infancy and it has never been 
tested, as such, in a single Member State. Lastly, the introduction of nutrient profiles is 
extremely dubious in the light of the principles of subsidiarity and proportionality, and indeed 
this is not a matter for legislation at all. 

Amendment by Małgorzata Handzlik

Amendment 91
Article 4

Restrictions on the use of nutrition and 
health claims

deleted

1. Within 18 months from the adoption of 
this Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 23 (2) establish specific nutrient 
profiles which food or certain categories of 
foods must respect in order to bear 
nutrition or health claims.
The nutrient profiles shall be established, 
in particular, by reference to the amounts 
of the following nutrients present in the 
food:
(a) fat, saturated fatty acids, trans-fatty 
acids
(b) sugars
(c) salt/sodium.
The nutrient profiles shall be based on 
scientific knowledge about diet, and 
nutrition, and their relationship to health 
and, in particular, on the role of nutrients 
and other substances with a nutritional or 
physiological effect on chronic diseases. In 
setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food 
business operators and consumer groups.
Exemptions and updates to take into 
account relevant scientific developments 
shall be adopted in accordance with the 
procedure referred to in Article 23 (2).
2. By way of derogation from paragraph 1, 
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nutrition claims referring to the reduction 
in the amounts of fat, saturated fatty acids, 
trans-fatty acids and sugars, salt/sodium, 
shall be allowed, provided they comply with 
the conditions laid down in this Regulation.
3. Beverages containing more than 1.2% by 
volume of alcohol shall not bear:
(a) health claims;
(b) nutritional claims, other than those, 
which refer to a reduction in the alcohol or 
energy content.
4. Other foods or categories of foods than 
those referred to in paragraph 3, for which 
nutrition or health claims are to be 
restricted or prohibited may be determined 
in accordance with the procedure referred 
to in Article 23(2) and in the light of 
scientific evidence.

Or. en

Justification

The introduction of nutrient profiles as a legal criterion for the possibility of making claims 
will lead to discrimination against certain product categories, which is not right, as any 
product category may be an element in a balanced diet.
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Amendment by Mia De Vits

Amendment 92
Article 4, paragraph 1, subparagraph 1

1. Within 18 months from the adoption of 
this regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 23 (2) establish specific nutrient 
profiles which food or certain categories of 
foods must respect in order to bear 
nutrition or health claims.

1. Within 24 months from the adoption of 
this regulation, the Commission shall, based 
on the proposal made by the EFSA, in 
accordance with the procedure laid down in 
Article 251 of the Treaty define those 
nutrients and other substances which are 
particularly relevant within a balanced diet 
and establish references intake values for 
these.

Or. en

Justification

Instead of depriving consumers of information on the relative value of specific foods in their 
diet through nutrient profiling, consumers should be educated on the nutritional 
characteristics of foods, their nutritional needs and the relative role a food plays in the daily 
diet.

Amendment by Mia De Vits

Amendment 93
Article 4, paragraph 1, subparagraph 1

Restrictions on the use of nutrition and 
health claims

Conditions for the use of nutrition and 
health claims

1. Within 18 months from the adoption of 
this regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 23(2) establish specific nutrient 
profiles which food or certain categories of 
foods must respect in order to bear nutrition 
or health claims.

1. Within 24 months from the adoption of 
this regulation, the Commission shall, based 
on the proposal made by the EFSA, in 
accordance with the procedure laid down in 
Article 23(2) establish specific nutrient 
profiles which food or certain categories of 
foods must respect in order to bear nutrition 
or health claims. 

Or. en

Justification

Scientific assessment must be the basis for the establishment of nutritional profiles. the 
evaluation of nutritional profiles for food or for categories of food, by the Commission on the 
basis of the involvement of the EFSA is indeed the corner stone of this regulation 
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Amendment by Edit Herczog

Amendment 94
Article 4, paragraph 1, subparagraph 1

Restrictions on the use of nutrition and 
health claims

Conditions for the use of nutrition and 
health claims

1. Within 18 months from the adoption of 
this Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 23(2) establish specific nutrient 
profiles which food or certain categories of 
foods must respect in order to bear nutrition 
or health claims.

1. Within 24 months from the adoption of 
this Regulation, on a proposal made by the 
Authority and after having consulted the 
European Parliament, the Commission 
shall, in accordance with the procedure laid 
down in Article 23(2), establish specific 
nutrient profiles which food or certain 
categories of foods must respect in order to 
bear nutrition or health claims. 

Or. en

Justification
Foreign examples show that defining nutrient profiles is a complex task which requires 
appropriate time and debate. Considering how highly political and technical this question is, 
both the European Parliament and the Authority should be involved in the process.

Amendment by Christopher Heaton-Harris
Amendment 95

Article 4, paragraph 1, subparagraph 1

Restrictions on the use of nutrition and 
health claims

Specific conditions on the use of nutrition 
and health claims

1. Within 18 months from the adoption of 
this Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 23(2) establish specific nutrient 
profiles which food or certain categories of 
foods must respect in order to bear 
nutrition or health claims.

1. Within 24 months from the adoption of 
this Regulation, the Authority, at the 
request of the Commission, and in 
consultation with interested parties, shall 
report on the detailed application of the 
conditions referred to in Articles 5(1) and 
10(2), and in particular on any specific 
nutrient profiles which foodstuffs must 
comply with  in order to bear nutrition or 
health claims.

Or. en

Justification

Before committing to the establishment of nutrient profiles, the Commission should first 
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assess the feasibility of such a system to ensure that it is capable of being applied objectively 
and scientifically to all foods, and will genuinely help consumers to make better dietary 
choices, taking account of differences in dietary practices and traditions between the Member 
States, and the varied requirements of individuals.  The assessment should be carried out by 
EFSA.

Amendment by Christopher Heaton-Harris

Amendment 96
Article 4, paragraph 1, subparagraph 1

1. Within 18 months from the adoption of 
this Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 23 (2) establish specific nutrient 
profiles which food or certain categories of 
foods must respect in order to bear 
nutrition or health claims. 

1. Within 24 months of the adoption of the
Regulation, the Commission shall present to 
the European Parliament and the Council 
a proposal concerning European dietary 
guidelines. These will provide general 
nutritional guidance, whilst taking into 
account national cultural and dietary
variations as well as the work of the World 
Health Organisation and Codex 
Alimentarius. Within 24 months of the 
adoption of the European Dietary
Guidelines, the Commission shall, in
accordance with the procedure laid down in
Article 23(2) establish specific nutrition
criteria which certain categories of food
must comply with in order to bear health 
claims.

Or. en

Justification

Nutrient profiling should be a positive and not a negative process and the guidelines should 
both link to international work and should be agreed by co-decision.
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Amendment by Mia De Vits

Amendment 97
Article 4, paragraph 1, subparagraph 2

The nutrient profiles shall be established, in 
particular, by reference to the amounts of 
the following nutrients present in the food:

The nutrient profiles for foods shall be 
established taking into account in particular:  

- the quantities of certain nutrients and 
other substances contained in the food,
- the contribution and importance of the 
food (or categories of foods) to a balanced 
diet, 
- the overall nutritional composition of the 
food or categories of foods and the 
presence of nutrients and other substances 
scientifically proven to have a beneficial 
effect on health, provided they are 
naturally present in the food.

(a) fat, saturated fatty acids, trans-fatty 
acids
(b) sugars
(c) salt/sodium.

Or. en

Justification

Scientific assessment must be the basis for the establishment of nutritional profiles. the 
evaluation of nutritional profiles for food or for categories of food, by the Commission on the 
basis of the involvement of the EFSA is indeed the corner stone of this regulation 

Amendment by Mia De Vits

Amendment 98
Article 4, paragraph 1, subparagraph 2

The nutrient profiles shall be established, 
in particular, by reference to the amounts 
of the following nutrients present in the 
food:

deleted

(a) fat, saturated fatty acids, trans-fatty 
acids
(b) sugars
(c) salt/sodium.
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Or. en

Justification

Instead of depriving consumers of information on the relative value of specific foods in their 
diet through nutrient profiling, consumers should be educated on the nutritional 
characteristics of foods, their nutritional needs and the relative role a food plays in the daily 
diet.

Amendment by Edit Herczog

Amendment 99
Article 4, paragraph 1, subparagraph 2

The nutrient profiles shall be established, in 
particular, by reference to the amounts of 
the following nutrients present in the food:

These nutrient profiles shall be established
for food or certain categories of food taking 
into account in particular:

(a) fat, saturated fatty acids, trans-fatty 
acids

(a) the quantities of certain nutrients and 
other substances contained in the food;

(b) sugars (b) the role and importance of the food (or 
category of foods) in the diet of the 
population in general or, as appropriate, of 
certain risk groups including children. Due 
account shall be taken of dietary habits and 
consumption patterns in the various 
Member States;

(c) salt/sodium. (c) the overall nutritional composition of 
the food and the presence of nutrients that 
have been scientifically recognised as 
having an effect on health.

Or. en

Justification

The purpose of this regulation is not to define itself the criteria for nutrition profiles. It should 
only set the flexible regulatory framework of the technical and scientific definition of nutrient 
profiles, making sure that account shall be taken of the broad variety of foods and consulers 
that give its complexity to the European market.

Amendment by Christopher Heaton-Harris

Amendment 100
Article 4, paragraph 1, subparagraph 2
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The nutrient profiles shall be established, 
in particular, by reference to the amounts 
of the following nutrients present in the 
food:

deleted

(a) fat, saturated fatty acids, trans-fatty 
acids
(b) sugars
(c) salt/sodium.

Or. en

Justification

Before committing to the establishment of nutrient profiles, the Commission should first 
assess the feasibility of such a system to ensure that it is capable of being applied objectively 
and scientifically to all foods, and will genuinely help consumers to make better dietary 
choices, taking account of differences in dietary practices and traditions between the Member 
States, and the varied requirements of individuals.  The assessment should be carried out by 
EFSA.

Amendment by Christopher Heaton-Harris

Amendment 101
Article 4, paragraph 1, subparagraph 2

The nutrient profiles shall be established, in 
particular, by reference to the amounts of 
the following nutrients present in the food:

These nutrient profiles shall be established 
for food or certain categories of foods 
taking into account in particular:

(a) fat, saturated fatty acids, trans-fatty 
acids

- the quantities of certain nutrients and 
other substances contained in the food;

(b) sugars - the role and importance of the food or 
category of foods in the diet;

(c) salt/sodium. - the overall nutritional composition of the 
food and the presence of nutrients that 
have been scientifically recognised as 
having a beneficial effect on health.

Or. en

Justification

Nutrient profiling should be a positive and not a negative process and the guidelines should 
both link to international work and should be agreed by co-decision.
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Amendment by Mia De Vits

Amendment 102
Article 4, paragraph 1, subparagraph 3

The nutrient profiles shall be based on 
scientific knowledge about diet, and 
nutrition, and their relationship to health 
and, in particular, on the role of nutrients 
and other substances with a nutritional or 
physiological effect on chronic diseases. In 
setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food business 
operators and consumer groups.

The reference intake values shall be based 
on scientific knowledge about diet, and 
nutrition, and their relationship to health 
and, in particular, on the role of nutrients 
and other substances with a nutritional or 
physiological effect on chronic diseases. In 
setting the reference intake values the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food business 
operators and consumer groups.

Or. en

Justification

Instead of depriving consumers of information on the relative value of specific foods in their 
diet through nutrient profiling, consumers should be educated on the nutritional 
characteristics of foods, their nutritional needs and the relative role a food plays in the daily 
diet.

Amendment by Christopher Heaton-Harris

Amendment 103
Article 4, paragraph 1, subparagraph 3

The nutrient profiles shall be based on
scientific knowledge about diet, and 
nutrition, and their relationship to health 
and, in particular, on the role of nutrients 
and other substances with a nutritional or 
physiological effect on chronic diseases. 

The opinion should take account of 
scientific knowledge about diet, and 
nutrition, and their relationship to health 
and, in particular:

- the role of nutrients and other substances 
with a nutritional or physiological effect on 
chronic diseases;

- the appropriateness of nutrient profiles to 
all consumers, regardless of their 
nutritional status.



PE 355.746v02-00 28/97 AM\562665EN.doc

EN

Following the receipt of the opinion of the 
Authority, the Commission shall, if 
feasible, and in accordance with the 
procedure laid down in Article 23(2), 
establish a system of nutrient profiles for 
foods bearing nutrition or health claims, 
taking into account in particular:
- the quantities of certain nutrients and 
other substances contained in the food;
- the role and the importance of the food 
(or category of foods) in the diet, taking 
into account differences in dietary practice 
and tradition within the Member States;
- the overall nutritional composition of the 
food and the presence of nutrients that 
have been scientifically recognised as 
having an effect on health.

In setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food business 
operators and consumer groups.

In setting any nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food business 
operators and consumer groups.

Or. en

Justification

Before committing to the establishment of nutrient profiles, the Commission should first 
assess the feasibility of such a system to ensure that it is capable of being applied objectively 
and scientifically to all foods, and will genuinely help consumers to make better dietary 
choices, taking account of differences in dietary practices and traditions between the Member 
States, and the varied requirements of individuals.  The assessment should be carried out by 
EFSA.
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Amendment by Christopher Heaton-Harris

Amendment 104
Article 4, paragraph 1, subparagraph 3

The nutrient profiles shall be based on 
scientific knowledge about diet, and 
nutrition, and their relationship to health 
and, in particular, on the role of nutrients 
and other substances with a nutritional or 
physiological effect on chronic diseases. In 
setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food 
business operators and consumer groups.

Any nutrition criteria shall be based on 
scientific knowledge about diet, and 
nutrition and their relationship to health and, 
in particular, on the role of nutrients and 
other substances with a nutritional or 
physiological effect on chronic diseases.

Exemptions and updates to take into 
account relevant scientific developments 
shall be adopted in accordance with the 
procedure referred to in Article 23 (2).

Or. en

Justification

Nutrient profiling should be a positive and not a negative process and the guidelines should 
both link to international work and should be agreed by co-decision.

Amendment by Edit Herczog

Amendment 105
Article 4, paragraph 1, subparagraph 3

The nutrient profiles shall be based on 
scientific knowledge about diet, and 
nutrition, and their relationship to health 
and, in particular, on the role of nutrients 
and other substances with a nutritional or 
physiological effect on chronic diseases. In 
setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food business 
operators and consumer groups.

The nutrient profiles shall be based on 
scientific knowledge about diet, and 
nutrition, and their relation to health and, in 
particular, on the role of nutrients and other 
substances with a nutritional or 
physiological effect on chronic diseases. In 
setting the nutrient profiles, the Commission 
shall seek the advice of the Authority and
carry out consultations with interested 
parties, in particular food business operators 
and consumer groups.
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Or. en

Justification

Consistency. 

Amendment by Mia De Vits

Amendment 106
Article 4, paragraph 1, subparagraph 4

Exemptions and updates tot take into 
account relevant scientific developments 
shall be adopted in accordance with the 
procedure referred to in Article 23 (2).

deleted

Or. en

Justification

Instead of depriving consumers of information on the relative value of specific foods in their 
diet through nutrient profiling, consumers should be educated on the nutritional 
characteristics of foods, their nutritional needs and the relative role a food plays in the daily 
diet.

Amendment by Mia De Vits

Amendment 107
Article 4, paragraph 1, subparagraph 4

Exemptions and updates to take into account 
relevant scientific developments shall be 
adopted in accordance with the procedure 
referred to in Article 23(2).

Specific exemptions from the obligation to 
respect the nutrient profiles in order to bear 
health claims and updates to take into 
account relevant scientific developments 
shall be adopted in accordance with the 
procedure referred to in Article 23(2).

Or. en

Justification

Scientific assessment must be the basis for the establishment of nutritional profiles. the 
evaluation of nutritional profiles for food or for categories of food, by the Commission on the
basis of the involvement of the EFSA is indeed the corner stone of this regulation 
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Amendment by Edit Herczog

Amendment 108
Article 4, paragraph 1, subparagraph 4

Exemptions and updates to take into account 
relevant scientific developments shall be 
adopted in accordance with the procedure 
referred to in Article 23(2).

Exemptions from the obligation to comply 
with nutrient profiles in order to bear 
nutrition or health claims and updates to
take into account relevant scientific 
developments shall be adopted in 
accordance with the procedure referred to in 
Article 23(2).

Or. en

Justification

Consistency and precision.

Amendment by Christopher Heaton-Harris

Amendment 109
Article 4, paragraph 1, subparagraph 4

Exemptions and updates to take into account 
relevant scientific developments shall be 
adopted in accordance with the procedure 
referred to in Article 23(2).

Exemptions from the obligation to comply 
with any nutrient profiles in order to bear 
nutrition or health claims and updates to 
take into account relevant scientific 
developments shall be adopted in 
accordance with the procedure referred to in 
Article 23(2).

Or. en

Justification

Before committing to the establishment of nutrient profiles, the Commission should first 
assess the feasibility of such a system to ensure that it is capable of being applied objectively 
and scientifically to all foods, and will genuinely help consumers to make better dietary 
choices, taking account of differences in dietary practices and traditions between the Member 
States, and the varied requirements of individuals. The assessment should be carried out by 
EFSA.
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Amendment by Edit Herczog

Amendment 110
Article 4, paragraph 2

2. By way of derogation from paragraph 1, 
nutrition claims referring to the reduction 
in the amounts of fat, saturated fatty acids, 
trans-fatty acids and sugars, salt/sodium,
shall be allowed, provided they comply with 
the conditions laid down in this Regulation.

2. By way of derogation from paragraph 1,
even if some specific nutrients contained in 
a food exceed the nutrient profile, nutrition 
and health claims otherwise compliant with 
this Regulation shall be allowed, provided
that information on the specific nutrient, 
which exceeds the nutrient profile, is 
indicated next to the nutrition or health 
claim.

Or. en

Justification

If an eminent property of food qualifies this product to make a claim, this attribute must be 
allowed to be mentioned, even if a part of a possible nutrient profile is exceeded. In such a 
case, the demand for information about food and their nutritional value is also achieved if the 
nutrient which exceeds the nutrient profile is clearly mentioned next to the health or nutrition 
claim.

Amendment by Mia De Vits

Amendment 111
Article 4, paragraph 2

2. By way of derogation from paragraph 1, 
nutrition claims referring to the reduction 
in the amounts of fat, saturated fatty acids, 
trans-fatty acids and sugars, salt/sodium, 
shall be allowed, provided they comply with 
the conditions laid down in this Regulation.

deleted

Or. en

Justification

Instead of depriving consumers of information on the relative value of specific foods in their 
diet through nutrient profiling, consumers should be educated on the nutritional 
characteristics of foods, their nutritional needs and the relative role a food plays in the daily 
diet.
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Amendment by Toine Manders

Amendment 112
Article 4, paragraph 2

2. By way of derogation from paragraph 1, 
nutrition claims referring to the reduction 
in the amounts of fat, saturated fatty acids, 
trans-fatty acids and sugars, salt/sodium, 
shall be allowed, provided they comply with 
the conditions laid down in this Regulation.

2. By way of derogation from paragraph 1, 
nutrition and health claims are permitted on 
condition that, in addition to the nutrition 
or health claim, information is provided 
concerning the specific nutrient which goes 
further than the nutrient profile.

Or. nl

Justification

It would not be right to ban any mention of the proven desirable properties of a product 
simply because the product contains more of a certain substance than the amount stated in 
the profiles. For example, it is well known that cheese contains a large amount of calcium, a 
substance which confers proven benefits, but there is a danger that it will not be possible to 
market cheese products with the aid of a reference to them because their fat content exceeds 
the amount stated in the nutrient profiles. This amendment will ensure that consumers can 
make up their own minds about the food they choose to consume on the basis of clear and 
honest information.

Amendment by Othmar Karas

Amendment 113
Article 4, paragraph 2

2. By way of derogation from paragraph 1, 
nutrition claims referring to the reduction 
in the amounts of fat, saturated fatty acids, 
trans-fatty acids and sugars, salt/sodium, 
shall be allowed, provided they comply with 
the conditions laid down in this Regulation.

2. By way of derogation from paragraph 1, 
nutrition and health claims shall be allowed, 
provided consumers are informed in 
connection with the nutrition or health 
claim, informed about the amount of the 
nutrients that exceed the amounts indicated 
in the nutrient profiles according to 
paragraph 1. Hitherto reference can be 
made to the information provided in 
accordance with Directive  90/496/EEC.

Or. en
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Amendment by Toine Manders

Amendment 114
Article 4, paragraph 3

Beverages containing more than 1.2% by 
volume of alcohol shall not bear:

Beverages containing more than 1.2% by 
volume of alcohol shall not bear:

(a) health claims; (a) health claims.
(b) nutritional claims, other than those, 
which refer to a reduction in the alcohol or 
energy content.

Or. nl

Justification

If beer and wine are excluded a priori from the scope of nutritional claims, it will not be 
possible for consumers to arrive at a well-founded purchasing decision on the basis of full 
and accurate information. This is discriminatory in relation to other foods which, for 
example, are permitted to bear the claim 'low in sugar'. It ought therefore to be permitted to 
make nutritional claims for beer and wine provided that they comply with the definitions in 
the annex.

Amendment by Mia De Vits

Amendment 115
Article 4, paragraph 3

3. Beverages containing more than 1.2% by 
volume of alcohol shall not bear: 

3. beverages containing more than 1.2% by 
volume of alcohol shall not bear health 
claims 

(a) health claims;
(b) nutritional claims other than those 
which refer to a reduction in the alcohol or 
energy content .

Or. en

Justification

Instead of depriving consumers of information on the relative value of specific foods in their 
diet through nutrient profiling, consumers should be educated on the nutritional 
characteristics of foods, their nutritional needs and the relative role a food plays in the daily 
diet.
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Amendment by Christopher Heaton-Harris

Amendment 116
Article 4, paragraph 3

3. Beverages containing more than 1.2% by 
volume of alcohol shall not bear:

deleted

(a) health claims;
(b) nutritional claims, other than those, 
which refer to a reduction in the alcohol or 
energy content.

Or. en

Justification

Claims should be permitted provided they are scientifically substantiated and comply with the 
general dietary principles set in the proposal.

Amendment by Phillip Whitehead

Amendment 117
Article 4, paragraph 3

Beverages containing more than 1.2% by 
volume of alcohol shall not bear:

Beverages containing more than 1.2% by 
volume of alcohol shall not bear:

(a) health claims; (a) health claims, except where these 
support national authority or Community 
messages about the dangers of misuse of 
alcohol;

(b) nutritional claims, other than those 
which refer to a reduction in the alcohol or 
energy content.

(b) nutrition claims, unless they are 
accompanied by a full list of ingredients or 
relevant information regarding allergens.

Or. en

Justification

The definition of a health claim could apply to any message about alcohol and health, 
potentially putting at risk health warnings.  Hence the need to clarify this situation.

For certain consumers it is not only worthwhile but even necessary to have nutrition 
information on alcoholic beverages, e.g. coeliac sufferers and gluten-free beer.  Alcoholic 
beverages should be allowed to make nutrition claims in as far as they fulfil the definition laid 
down in the annex, they meet the obligation of mandatory nutrition labelling and they label 
ingredients.
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Amendment by Edit Herczog

Amendment 118
Article 4, paragraph 3, introductory part

3. Beverages containing more than 1.2% by 
volume of alcohol shall not bear:

3. Beverages and foods containing more 
than 1.2% by volume of alcohol shall not 
bear:

Or. en

Justification

Even marginal, foods containing aclohol do exist and should not be left out.

Amendment by Christopher Heaton-Harris

Amendment 119
Article 4, paragraph 4

4. Other foods or categories of foods than 
those referred to in paragraph 3, for which 
nutrition or health claims are to be 
restricted or prohibited may be determined 
in accordance with the procedure referred 
to in Article 23(2) and in the light of 
scientific evidence.

deleted

Or. en

Justification

There should be no need to ban specific foods or categories of food from making nutrition or 
health claims, provided they are in compliance with the general principles and/or 
substantiation requirements of this proposal.

Amendment by Mia De Vits

Amendment 120
Article 4, paragraph 4

4. Other foods or categories of foods than 
those referred to in paragraph 3, for which 

deleted
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nutrition or health claims are to be 
restricted or prohibited may be determined 
in accordance with the procedure referred 
to in Article 23(2) and in the light of 
scientific evidence.

Or. en

Justification

Instead of depriving consumers of information on the relative value of specific foods in their 
diet through nutrient profiling, consumers should be educated on the nutritional 
characteristics of foods, their nutritional needs and the relative role a food plays in the daily 
diet.

Amendment by Mia De Vits

Amendment 121
Article 4, paragraph 4 a (new)

4a. In order to put the nutritional 
properties of the food bearing a claim in 
context with daily dietary needs the 
Commission shall according to art 251 of 
the Treaty, and based on the opinion of 
EFSA, define daily reference intake values.

Or. en

Justification

"Neither absolute figures, nor nutrient profiles are sufficient to inform the consumer on what 
she/he needs. Therefore it is crucial to inform consumers about the place of the food in a 
balanced diet and healthy lifestyle".

Amendment by Edit Herczog

Amendment 122
Article 4, paragraph 4 b (new)

4b. In order to put the nutritional 
properties of the food bearing a claim in 
the context of consumers’ daily dietary 
needs, the Commission shall, in accordance 
with Article 251 of the Treaty, and on the 
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basis of the opinion of the Authority, define 
daily reference intake values for the 
nutrients considered in nutrient profiles 
established in accordance with this Article. 
Labels bearing health claims shall indicate 
for each nutrient the content of the 
package compared with the daily reference 
intake values.

Or. en

Justification

Neither the absolute figures nor the sheer compliance with established nutrient profiles are 
sufficient to inform the consumer on what she/he needs and on what part of this need is 
covered by the considered food. This amendment aims to give intelligible sense to the 
information provided on the labels.

Amendment by Jens-Peter Bonde

Amendment 123
Article 5, paragraph 1 a (new)

1a. Applicants shall provide documentation 
to show that their health claims will 
actually help consumers to choose their 
product as part of a healthy diet.

Or. da

Amendment by Othmar Karas

Amendment 124
Article 6, paragraph 1

1. Nutrition and health claims shall be based 
on and substantiated by generally accepted 
scientific data.

1. Nutrition and health claims shall be based 
on and substantiated by generally accepted 
scientific knowledge, with the level of 
substantiation being proportional to the 
claimed benefit. Where appropriate, 
nutrition and health claims may also be 
based on and substantiated by a safe 
history of use.
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Or. en

Amendment by Christopher Heaton-Harris

Amendment 125
Article 6, paragraph 1

1. Nutrition and health claims shall be based 
on and substantiated by generally accepted 
scientific data.

1. Nutrition and health claims shall be
based on and substantiated by accepted 
scientific knowledge.

Or. en

Justification

The term ‘generally accepted data’ has not been defined and therefore there is concern about 
how this may be interpreted. The process for substantiation must consider the weight of the 
evidence and the balance of probabilities that an association between a food or food 
component and a health benefit is valid.  The EU proposals do not currently address the 
issues of consensus science and emerging science.  Provision is needed to claim benefits to 
health at an earlier stage in the discovery process, or this could stifle or slow research 
initiatives.  Appropriate language of claims could be developed, including the use of modal 
verbs (e.g. ‘may’, ‘can’, ‘will’) and the use of WHO/WCRF terminology:  ‘convincing’, 
‘probable’, ‘possible’, ‘insufficient’ levels of evidence. In order to take this into account we 
propose the term ‘accepted scientific knowledge’.

Amendment by Małgorzata Handzlik

Amendment 126
Article 6, paragraph 1

1. Nutrition and health claims shall be based 
on and substantiated by generally accepted 
scientific data.

1. Nutrition and health claims shall be based 
on and substantiated by generally accepted 
scientific knowledge, with the level of 
substantiation being proportional to the 
claimed benefit.

Or. en

Justification

The required scientific substantiation for the claim should be proportionate to the benefits 
declared in the claim. When approving individual claims EFSA will consider the scientific 
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knowledge on the impact of certain substances /products on human body. EFSA should 
additionally develop guidelines on the documentation required in the authorisation process.

Amendment by Jens-Peter Bonde

Amendment 127
Article 6, paragraph 2

(Does not affect the English version)

Or. da

Justification

(Does not apply to the English version)

Amendment by Othmar Karas

Amendment 128
Article 6, paragraph 3

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 the scientific work and the data 
establishing compliance with this 
Regulation.

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 the scientific work and the 
knowledge establishing compliance with this 
Regulation. 

Guidelines will be established by the 
Authority regarding the type of scientific 
substantiation that an operator must have 
to justify use of a nutrition or health claim, 
with the level of substantiation required 
being proportional to the claim that is 
being made.

Or. en

Amendment by Christopher Heaton-Harris

Amendment 129
Article 6, paragraph 3

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 the scientific work and the data 

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 the scientific work and the data 
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establishing compliance with this 
Regulation. Where a nutrition or health 
claim is made, with the exception of generic 
advertising, nutrition information shall be 
provided in accordance with Directive 
90/496/EEC.

establishing compliance with this 
Regulation.

For health claims, the information to be 
provided shall consist of information in 
Group 2 as defined in Article 4 (1) of 
Directive 90/496/EEC.
In addition and as the case may be, the 
amount(s) of the substance(s) to which a 
nutrition or health claim relates that does 
not appear in the nutrition labelling shall 
also be stated in proximity to the nutrition 
information.

Or. en

Justification

The term ‘generally accepted data’ has not been defined and therefore there is concern about 
how this may be interpreted. The process for substantiation must consider the weight of the 
evidence and the balance of probabilities that an association between a food or food 
component and a health benefit is valid.  The EU proposals do not currently address the 
issues of consensus science and emerging science.  Provision is needed to claim benefits to 
health at an earlier stage in the discovery process, or this could stifle or slow research 
initiatives.  Appropriate language of claims could be developed, including the use of modal 
verbs (e.g. ‘may’, ‘can’, ‘will’) and the use of WHO/WCRF terminology:  ‘convincing’, 
‘probable’, ‘possible’, ‘insufficient’ levels of evidence. In order to take this into account we 
propose the term ‘accepted scientific knowledge’.

Amendment by Małgorzata Handzlik

Amendment 130
Article 6, paragraph 3 a (new)

3a. Guidelines shall be established by the 
Authority regarding the type of scientific 
substantiation that an operator must have 
to justify the use of a nutrition or health 
claim, with the level of evidence required 
being proportional to the claim that is 
being made.

Or. en
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Justification

The required scientific substantiation for the claim should be proportionate to the benefits 
declared in the claim. When approving individual claims EFSA will consider the scientific 
knowledge on the impact of certain substances /products on human body. EFSA should 
additionally develop guidelines on the documentation required in the authorisation process.

Amendment by Mia De Vits

Amendment 131
Article 7

1. The use of nutrition or health claims 
shall not contribute to masking the overall 
nutritional status of a food product. To this 
effect, information shall be provided 
enabling the consumer to understand the 
relevance of the food bearing the nutrition 
or health claim in a balanced diet:

Where a nutrition or health claim is made, 
with the exception of generic advertising, 
nutrition information shall be provided in 
accordance with Directive 90/496/EEC.

(a) where a nutrition or health claim is 
made, with the exception of generic 
advertising, nutrition information provided 
in accordance with Directive 90/496/EEC; 

For health claims, the information to be 
provided shall consist of information in 
Group 2 as defined in Article 4 (1) of 
Directive 90/496/EEC.

(b) for health claims, information in Group 2 
as defined in Article 4 (1) of Directive 
90/496/EEC

In addition and as the case may be, the 
amount(s) of the substance(s) to which a 
nutrition or health claim relates that does not 
appear in the nutrition labelling shall also be 
stated in proximity to the nutrition 
information.

(1a) In addition, the following information 
shall be stated in proximity to the nutrition 
information:

(a) the amount(s) of the substance(s) to 
which a nutrition or health claim relates that 
does not appear in the nutrition labelling;
and
(b) information about the role or the food 
bearing nutrition or health claims within a 
balanced diet. This information shall be 
provided by indicating the amount of a 
nutrient or other substance present in the 
foodstuff bearing the claim, in relation to 
the guidelines "daily amount" for such 
nutrient(s) or substance(s) as shall be 
established according to the procedure laid 
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down in Article 4.

Or. en

Justification

Nutrition and health claims provide consumers with valuable information about the presence 
or absence of individual nutrients (or other substances) in the food product and/or the health 
benefits that can be obtained through the consumption of the foodstuff. However, to avoid 
masking the overall nutritional status of a food product, it is vital that consumers are 
provided with adequate information about how individual foodstuffs, particularly those that 
bear claims, fit into a balanced diet.

Amendment by Phillip Whitehead

Amendment 132
Article 7

Where a nutrition or health claim is made, 
with the exception of generic advertising, 
nutrition information shall be provided in 
accordance with Directive 90/496/EEC.

Where a nutrition or health claim is made, 
with the exception of generic advertising, 
nutrition information shall be provided in 
accordance with Directive 90/496/EEC.

For health claims, the information to be 
provided shall consist of information in 
Group 2 as defined in Article 4(1) of 
Directive 90/496/EEC.

For nutrition and health claims, the 
information to be provided shall consist of 
information in Group 2 as defined in Article 
4(1) of Directive 90/496/EEC.

In addition and as the case may be, the 
amount(s) of the substance(s) to which a 
nutrition or health claim relates that does not 
appear in the nutrition labelling shall also be 
stated in proximity to the nutrition 
information.

In addition and as the case may be, the 
amount(s) of the substance(s) to which a 
nutrition or health claim relates that does not 
appear in the nutrition labelling shall also be 
stated in proximity to the nutrition 
information.

A clear distinction should be made between 
the natural content and added content of 
substances to which these claims relate.

Or. en
Justification

Complete nutrition labelling is equally necessary for nutrition and health claims to give 
optimal information to consumers. On labels usually no distinction is made between the 
natural and added content of certain substances, which is however an important criteria to 
make an informed choice when the claim relates to a particular nutrient or nutrients.
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Amendment by Edit Herczog

Amendment 133
Article 7, paragraph 1, subparagraph 1

Where a nutrition or health claim is made, 
with the exception of generic advertising, 
nutrition information shall be provided in 
accordance with Directive 90/496/EEC.

Where a nutrition or health claim is made, 
with the exception of generic advertising, 
nutrition information shall be provided in 
accordance with Directive 90/496/EEC or in 
case of food supplements in accordance 
with Directive 2002/46/EC.

Or. en

Justification

Directive 90/496/EEC on nutrition labelling does not apply to food supplements. For food 
supplements specific labelling provisions concerning the nutrient content are laid down in 
Directive 2002/46/EC on food supplements. In order to ensure consistency and to take into 
account the specific nature of food supplements a reference to Directive 2002/46/EC is 
necessary.

Amendment by Christopher Heaton-Harris

Amendment 134
Article 10, Title

Specific Conditions Specific Conditions for Health Claims

Or. en

Justification

According to Article 10(1) health claims may only be used if they have been authorised 
pursuant to the provisions of the regulation. However, this authorisation procedure goes too 
far, since it also covers recognised and scientifically proven claims which do not mislead 
consumers. Moreover, the authorisation procedure envisaged is bureaucratic, impractical 
and, especially in the light of the Lisbon strategy, unacceptable. Food business operators 
should have the right to continue using health claims that have been notified even if they are 
not included in the list provided for in Article 12.

Amendment by Christopher Heaton-Harris

Amendment 135
Article 10, paragraph 1
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1. Health claims shall be permitted if they 
comply with the general requirements in 
Chapter II and the specific requirements in 
this Chapter and are authorised in 
accordance with this Regulation.

1. Health claims shall be permitted if they 
comply with the general requirements in 
Chapter II and the specific requirements in 
this Chapter.

Or. en

Justification

According to Article 10(1) health claims may only be used if they have been authorised 
pursuant to the provisions of the regulation. However, this authorisation procedure goes too 
far, since it also covers recognised and scientifically proven claims which do not mislead 
consumers. Moreover, the authorisation procedure envisaged is bureaucratic, impractical 
and, especially in the light of the Lisbon strategy, unacceptable. Food business operators 
should have the right to continue using health claims that have been notified even if they are 
not included in the list provided for in Article 12.

Amendment by Christopher Heaton-Harris

Amendment 136
Article 10, paragraph 2

2. Health claims shall only be permitted if 
the following information is included on 
the label:

2. Food business operators wanting to 
make health claims that do not fall within 
the scope of Articles 12 or 13 shall notify 
the competent authority of the Member 
State concerned at the latest when the 
product is first placed on the market, and 
shall do so by submitting a model of the 
label used for the product together with the 
draft advertising material. If required as a 
result of monitoring, the competent 
authority of the Member State concerned 
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. 
Notification and claim substantiation 
documents will be passed to the 
Commission for a decision. In the event 
that a claim is rejected, the manufacturer 
or importer of the product will be asked to 
modify/delete  the claim from labelling and 
advertising within an appropriate time 
frame.
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(a) a statement indicating the importance of 
a balanced diet and a healthy lifestyle; 
(b) the quantity of the food and pattern of 
consumption required to obtain the claimed 
beneficial effect;
(c) where appropriate, a statement 
addressed to persons who should avoid 
using the food;
(d) where appropriate, a warning not to 
exceed quantities of the product that may 
represent a risk to health.

Or. en

Justification

According to Article 10(1) health claims may only be used if they have been authorised 
pursuant to the provisions of the regulation. However, this authorisation procedure goes too 
far, since it also covers recognised and scientifically proven claims which do not mislead 
consumers. Moreover, the authorisation procedure envisaged is bureaucratic, impractical 
and, especially in the light of the Lisbon strategy, unacceptable. Food business operators 
should have the right to continue using health claims that have been notified even if they are 
not included in the list provided for in Article 12.

Amendment by Jens-Peter Bonde

Amendment 137
Article 10, paragraph 2, point (d a) (new)

(da) where appropriate, a warning against 
potential side-effects when consumed.

Or. da

Justification

Products may be enriched with vitamins which have side-effects for certain groups. To ensure 
a high level of protection for consumers, attention should be drawn to that fact. For example, 
the butter product, Becel, has added plant sterols which inhibit the uptake of cartenoids 
(vitamin A precursor) and fat-soluble vitamins and lowers the cholesterol level, even of 
people whose cholesterol level is not above normal.
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Amendment by Christopher Heaton-Harris

Amendment 138
Article 11

Implied health claims deleted
1. The following implied health claims 
shall not be allowed:
(a) claims which make reference to 
general, non-specific benefits of the 
nutrient or food for overall good health, 
well-being;
(b) claims which make reference to 
psychological and behavioural functions;
(c) without prejudice to Directive 96/8/EC 
claims which make reference to slimming 
or weight control, or to the rate or amount 
of weight loss which may result from their 
use or to a reduction in the sense of hunger 
or an increase in the sense of satiety or to 
the reduction of the available energy from 
the diet;
(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities, or suggest that 
health could be affected by not consuming 
the food.
2. Where appropriate, the Commission 
having first consulted the Authority shall 
publish detailed guidelines for the 
implementation of this article.

Or. en

Justification

This is overly-burdensome regulation that would run counter to member states' laws, such as 
the United Kingdom's Department of Health's 5-a-day campaign for fruit and vegetables.  
Furthermore, Article 11 is unnecessary, given that all claims would have to undergo prior 
approval. 
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Amendment by Małgorzata Handzlik

Amendment 139
Article 11

Implied health claims deleted
1. The following implied health claims 
shall not be allowed:
(a) claims which make reference to 
general, non-specific benefits of the 
nutrient or food for overall good health, 
well-being;
(b) claims which make reference to 
psychological and behavioural functions;
(c) without prejudice to Directive 96/8/EC 
claims which make reference to slimming 
or weight control, or to the rate or amount 
of weight loss which may result from their 
use or to a reduction in the sense of hunger 
or an increase in the sense of satiety or to 
the reduction of the available energy from 
the diet;
(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities, or suggest that 
health could be affected by not consuming 
the food.
2. Where appropriate, the Commission 
having first consulted the Authority shall 
publish detailed guidelines for the 
implementation of this article.

Or. en

Justification

This Article has to be deleted, since it contains provisions discriminating groundlessly certain 
health claims.

Amendment by Christopher Heaton-Harris

Amendment 140
Article 11
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Implied health claims Restrictions on the use of certain health 
claims

1. The following implied health claims 
shall not be allowed:

1.Health claims which refer to the general 
benefits of food or constituents of food in 
terms of good health or well being, must be 
formulated to reflect the specific evidence 
on which the claim is based and 
consumers' understanding. The statement 
health benefits must not go beyond the 
scope of the evidence, confuse or mislead 
the consumer.

(a) claims which make reference to 
general, non-specific benefits of the 
nutrient or food for overall good health, 
well-being;
(b) claims which make reference to 
psychological and behavioural functions;
(c) without prejudice to Directive 96/8/EC 
claims which make reference to slimming 
or weight control, or to the rate or amount 
of weight loss which may result from their 
use or to a reduction in the sense of hunger 
or an increase in the sense of satiety or to 
the reduction of the available energy from 
the diet;
(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities, or suggest that 
health could be affected by not consuming 
the food.
2. Where appropriate, the Commission 
having first consulted the Authority shall 
publish detailed guidelines for the 
implementation of this article.

2. The following health claims shall not be 
allowed:

(a) claims which suggest that health could 
be affected by not consuming the food;
(b) without prejudice to Directive 96/8/EC, 
claims which make reference to the rate or 
amount of weight loss which may result 
from the use of the products bearing such 
claims.
2a. The following health claims are 
acceptable only if explicitly provided for 
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under Articles 10(1), 12 or 13(1):
(a) claims which make reference to 
psychological and behavioural functions;
(b) without prejudice to Directive 96/8/EC, 
claims which make reference to slimming, 
or weight management, or to a reduction in 
the sense of hunger or an increase in the 
sense of satiety, or to a reduction of the 
available energy from the diet.
2b. Claims which make reference to 
recommendations or medical opinions of 
doctors or other health professionals or 
their professional associations or charities 
may only be made if they comply with 
guidelines to be developed by the 
Commission by [date to be indicated] in 
accordance with Article 23 and following 
consultation with consumer and industry 
representatives or other interested 
stakeholders.

Or. en

Justification

A prohibition of all claims referring to general health/well-being, psychological functions, 
weight management is disproportionate. The proposed Regulation already requires that all 
claims, whether direct or implied, must be scientifically substantiated, must be understood by 
consumers and must not mislead. 

Article 11 should be amended to take due account of the fact that claims made in accordance 
with the general and specific conditions set by this regulation should not be prohibited.

Amendment by Christopher Heaton-Harris

Amendment 141
Article 11, paragraph 1

1. The following implied health claims shall 
not be allowed:

1. The following implied health claims shall 
not be allowed:

(a) claims which make reference to general, 
non-specific benefits of the nutrient or food 
for overall good health, well-being;

(a) claims which make reference to general, 
non-specific benefits of the nutrient or food 
for overall good health, well-being, unless 
the claims can be scientifically 
substantiated;
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(b) claims which make reference to 
psychological and behavioural functions;

(b) claims which make reference to 
psychological and behavioural functions,
unless the claims can be scientifically 
substantiated;

(c) without prejudice to Directive 96/8/EC 
claims which make reference to slimming or 
weight control, or to the rate or amount of 
weight loss which may result from their use 
or to a reduction in the sense of hunger or an 
increase in the sense of satiety or to the 
reduction of the available energy from the 
diet;

(c) without prejudice to Directive 96/8/EC 
claims which make reference to slimming or 
weight control, or to the rate or amount of 
weight loss which may result from their use 
or to a reduction in the sense of hunger or an 
increase in the sense of satiety or to the 
reduction of the available energy from the 
diet, unless the claims can be scientifically 
substantiated; 

(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities, or suggest that 
health could be affected by not consuming 
the food.

(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities, or suggest that 
health could be affected by not consuming 
the food. This restriction shall not apply to 
scientifically substantiated claims which 
make reference to the advice of 
organisations or charities officially 
recognised by the national authorities.

Or. en

Justification

We agree with the Commission’s approach regarding misleading, false and implied claims; 
however, if a claim can be scientifically substantiated and proven to be true, its use should 
not be prohibited. Also, organisations and charities which are officially recognised by the 
national authorities should not be prevented from making scientifically substantiated claims.

Amendment by Simon Coveney

Amendment 142
Article 11, paragraph 1

1. The following implied health claims shall 
not be allowed:

1. The following implied health claims shall 
not be allowed: 

(a) claims which make reference to general, 
non-specific benefits of the nutrient or food 
for overall good health, well-being;

(a) claims which make reference to general, 
non-specific benefits of the nutrient or food 
for overall good health, well-being, unless 
the claims can be scientifically 
substantiated;

(b) claims which make reference to (b) claims which make reference to 
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psychological and behavioural functions; psychological and behavioural functions,
unless the claims can be scientifically 
substantiated;

(c) without prejudice to directive 96/8/EC 
claims which make reference to slimming or 
weight control, or the rate or amount of 
weight loss which may result from their use 
or to a reduction in the sense of hunger or an 
increase in the sense of satiety or to the 
reduction of the available energy from the 
diet;

(c) without prejudice to Directive 96/8/EC 
claims which make reference to slimming or 
weight control, or the rate or amount of 
weight loss which may result from their use 
or to a reduction in the sense of hunger or an 
increase in the sense of satiety or to the 
reduction of the available energy from the 
diet, unless the claims can be scientifically 
substantiated;

(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities, or suggest that 
health could be affected by consuming the 
food.

(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities, or suggest that 
health could be affected by consuming the 
food. This restriction shall not apply to 
scientifically substantiated claims which 
make reference to the advice of 
organisations or charities officially 
recognised by the national authorites.

Or. en

Justification

Agree with the Commission's approach regarding misleading, false and implied claims .

Amendment by Edit Herczog

Amendment 143
Article 11, paragraph 1

Implied health claims Restrictions on the use of certain health 
claims

1. The following implied health claims shall 
not be allowed:

1. The following health claims shall not be 
allowed: 

(a) claims which make reference to general, 
non-specific benefits of the nutrient or food 
for overall good health, well-being;

(a) claims which suggest that health could 
be affected by not consuming the food;

(b) claims which make reference to 
psychological and behavioural functions;

(b) claims which make reference to 
psychological and behavioural functions;

(c) without prejudice to Directive 96/8/EC 
claims which make reference to slimming or 
weight control, or to the rate or amount of 

(c) without prejudice to Directive 96/8/EC, 
claims which make reference to the rate or 
amount of weight loss;
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weight loss which may result from their use 
or to a reduction in the sense of hunger or 
an increase in the sense of satiety or to the 
reduction of the available energy from the 
diet;
(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities, or suggest that 
health could be affected by not consuming 
the food.

(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities.

Or. en

Justification

The proposed modifications ensure sufficient flexibility to cover all the misleading claims this 
article aims to ban without going into too many details.

Amendment by Edit Herczog

Amendment 144
Article 11, paragraph 1

1. The following implied health claims shall 
not be allowed:

1. The following health claims shall not be 
allowed except when explicitly provided for 
in the authorisation referred to in Articles 
10(1) and 13 (1): 

(a) claims which make reference to general, 
non-specific benefits of the nutrient or food 
for overall good health, well-being;

(a) claims which make reference to general, 
non-specific benefits of the nutrient or food 
for overall good health;

(b) claims which make reference to 
psychological and behavioural functions;

(b) without prejudice to Directive 96/8/EC, 
claims which make reference to slimming or 
weight management, or a reduction in the 
sense of hunger or an increase in the sense 
of satiety or to a reduction of the available 
energy from the diet.

(c) without prejudice to Directive 96/8/EC 
claims which make reference to slimming or 
weight control, or to the rate or amount of 
weight loss which may result from their use 
or to a reduction in the sense of hunger or 
an increase in the sense of satiety or to the 
reduction of the available energy from the 
diet;
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(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities, or suggest that 
health could be affected by not consuming 
the food.

Or. en

Justification

Flexibility to stick to the reality of the market and consistency with amendments to paragraph 
1.

Amendment by Christopher Heaton-Harris

Amendment 145
Article 11, paragraph 1, point (d)

(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities, suggest that 
health could be affected by not consuming 
the food.

(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities. This restriction 
shall not apply to claims made by 
recognised organisations, such as health 
charities, involved in the promotion of 
public health and education of the 
consumer regarding diet and lifestyle.

Or. en

Justification

As presented by the Commission, the proposal would prohibit charity logos from appearing 
on food packaging, and would inhibit charity efforts to raise proceeds for health research, 
education and care.  This amendment protects such beneficial activities.

Amendment by Edit Herczog

Amendment 146
Article 11, paragraph 2

2. Where appropriate, the Commission 
having first consulted the Authority shall 
publish detailed guidelines for the 

2. Where appropriate, the Commission, 
having first consulted the Authority and 
interested parties, shall publish detailed 
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implementation of this article. guidelines for the implementation of this 
Article.

Or. en

Justification

Defining the guidelines for the implementation of article 11 requires specific expertise. 
Besides, consultation of stakeholders and consumers should also be held in order to ensure 
the workability of the Regulation by keeping its implementation strongly connected with the 
reality of the market.

Amendment by Othmar Karas

Amendment 147
Article 12, paragraph 1

1. By way of derogation from Article 10(1), 
health claims describing the role of a 
nutrient or of another substance in growth, 
development and the normal functions of 
the body, which are based on generally 
accepted scientific data and well understood 
by the average consumer, may be made if 
they are included in the list provided for in 
paragraph 2.

1. By way of derogation from the 
authorisation procedure referred to in 
Article 10(1), health claims describing the 
role of a nutrient or other substance in 
growth, development and the functions of 
the body, which are based on generally 
accepted scientific knowledge and well 
understood by the average consumer, may 
be made if they are based on the list 
provided for in paragraph 2.

Or. en

Amendment by Christopher Heaton-Harris

Amendment 148
Article 12, paragraph 1

1. By way of derogation from Article 10(1), 
health claims describing the role of a 
nutrient or of another substance in growth, 
development and the normal functions of the 
body, which are based on generally accepted 
scientific data and well understood by the 
average consumer, may be made if they are 
included in the list provided for in paragraph 
2.

1. By way of derogation from Article 10(1), 
health claims describing the role of a food, 
nutrient or of another substance in growth, 
development and the normal functions of the 
body, which are based on generally accepted 
scientific data and well understood by the 
intended consumer, may be made if they are 
included in the list provided for in paragraph 
2.
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Or. en

Justification

The list of claims based on generally accepted scientific data should include claims relating 
to foods which are known to have an effect on reducing the risk of certain diseases, such as 
the role of fruit and vegetables in reducing the risk of certain cancers.  Claims are often 
targeted at specific groups or sub-groups of the population who may be more knowledgeable 
about a specific food, nutrient or substance than the average consumer.

Amendment by Christopher Heaton-Harris

Amendment 149
Article 12, paragraph 1

1. By way of derogation from Article 10(1), 
health claims describing the role of a 
nutrient or of another substance in growth, 
development and the normal functions of the 
body, which are based on generally accepted 
scientific data and well understood by the 
average consumer, may be made if they are 
included in the list provided for in paragraph 
2.

1. By way of derogation from Article 10(1), 
health claims describing the role of a 
nutrient or of another substance in growth, 
development and the normal functions of the 
body, which are based on accepted scientific 
knowledge and well understood by the 
average consumer, may be made if the 
relationship between the nutrient or 
another substance and health is included in 
the list provided for in paragraph 2. 

Or. en

Justification

It is absolutely vital that manufacturers can adapt the way they communicate science and the 
wording of the claim in the different languages to fit a particular context/national situation. 
Industry must also have the ability to review their claims and messages continually as 
consumer understanding evolves. A list of nutrient/substance relationships should be 
considered instead of fixed claims.

Amendment by Edit Herczog

Amendment 150
Article 12, paragraph 1

1. By way of derogation from Article 10(1), 
health claims describing the role of a 
nutrient or of another substance in growth, 
development and the normal functions of 

1. By way of derogation from the 
authorisation procedure referred to in
Article 10(1), health claims, including well-
established disease risk reduction claims,



AM\562665EN.doc 57/97 PE 355.746v02-00

EN

the body, which are based on generally 
accepted scientific data and well understood 
by the average consumer, may be made if 
they are included in the list provided for in 
paragraph 2.

describing the role of a nutrient or other 
substance in growth, development and 
function of the body, which are based on 
generally accepted scientific knowledge and 
well understood by the average consumer, 
may be made if they are based on the list 
provided for in paragraph 2.

Or. en

Justification

A list containing well-established claims will reduce the bureaucratic impact of the proposed 
regulation on smaller and medium companies caused by extensive authorisation dossiers. 
Such a list will as well reduce the burden for the Authority. However, in order to make sure 
that this list will be as comprehensive as possible, proposing claims for this list should not 
only be allowed for Member States, but also for the relevant stakeholders (e.g. consumer 
groups and industry).

Amendment by Othmar Karas

Amendment 151
Article 12, paragraph 2

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

2. Member States and interested parties 
(notably consumer groups and industry 
representatives) shall provide the 
Commission with lists of diet/health 
relationships as referred to in paragraph 1 
by … at the latest [last day of the month of 
adoption of this Regulation + 1 year].

After consulting the Authority, the 
Commission shall adopt, in accordance with 
the procedure referred to in Article 23, a 
Community list of permitted claims as 
referred to in paragraph 1, describing the 
role of a nutrient or other substance in 
growth, development and normal functions 
of the body by … at the latest [last day of 
the month of adoption of this Regulation + 3 
years].

After consulting the Authority, the 
Commission shall adopt, in accordance with 
the procedure referred to in Article 23, a 
Community list of permitted diet/health 
relationships as referred to in paragraph 1, 
describing the role of a nutrient or other 
substance in growth, development and 
normal functions of the body by … at the 
latest [last day of the month of adoption of
this Regulation + 3 years].

Or. en
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Amendment by Edit Herczog

Amendment 152
Article 12, paragraph 2

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

2. Member States and interested parties 
shall provide the Commission with lists of 
claims as referred to in paragraph 1 by ... at 
the latest [last day of the month of adoption 
of this Regulation + 1 year].

Or. en

Justification

A list containing well-established claims will reduce the bureaucratic impact of the proposed 
regulation on smaller and medium companies caused by extensive authorisation dossiers. 
Such a list will as well reduce the burden for the Authority. However, in order to make sure 
that this list will be as comprehensive as possible, proposing claims for this list should not 
only be allowed for Member States, but also for the relevant stakeholders (e.g. consumer 
groups and industry).

Amendment by Christopher Heaton-Harris

Amendment 153
Article 12, paragraph 2

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

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

After consulting the Authority, the 
Commission shall adopt, in accordance with 
the procedure referred to in Article 23, a 
Community list of permitted claims as 
referred to in paragraph 1, describing the 
role of a nutrient or other substance in 
growth, development and normal functions 
of the body by … at the latest [last day of 
the month of adoption of this Regulation + 3 
years].

After consulting the Authority, the 
Commission shall adopt, in accordance with 
the procedure referred to in Article 23, a 
Community list of relationships as referred 
to in paragraph 1, describing the role of a 
nutrient or other substance in growth, 
development and normal functions of the 
body by ... at the latest [last day of the 
month of adoption of this Regulation + 3 
years].

Modifications to the list shall be adopted in 
accordance with the procedure referred to in 
Article 23, on the Commission's own 
initiative or following a request by a 

Modifications to the list shall be adopted in 
accordance with the procedure referred to in 
Article 23(2), on the Commission's own 
initiative or following a request by a 
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Member State. Member State.

Or. en

Justification

It is absolutely vital that manufacturers can adapt the way they communicate science and the 
wording of the claim in the different languages to fit a particular context/national situation. 
Industry must also have the ability to review their claims and messages continually as 
consumer understanding evolves. A list of nutrient/substance relationships should be 
considered instead of fixed claims.

Amendment by Othmar Karas

Amendment 154
Article 12, paragraph 3

3. From the date of entry into force of this 
regulation until the adoption of the list 
referred to in the second paragraph of 
paragraph 2, health claims as referred to in 
paragraph 1 may be made under the 
responsibility of business operators provided 
that they are in accordance with this 
regulation and with existing national 
provisions applicable to them, and without 
prejudice to the adoption of safeguard 
measures as referred to in Article 22.

3. From the date of entry into force of this 
regulation until 12 months after the 
adoption of the list referred to in the second 
paragraph of paragraph 2, health claims as 
referred to in paragraph 1 may be made 
under the responsibility of business 
operators provided that they are in 
accordance with this regulation and with 
existing national provisions applicable to 
them.

Or. en

Amendment by Jens-Peter Bonde

Amendment 155
Article 13, paragraph 2

In addition to the general requirements laid 
down in this Regulation and the specific 
requirements of paragraph 1, for reduction 
of disease risk claims the label shall also 
bear a statement indicating that diseases 
have multiple risk factors and that altering 
one of these risk factors may or may not 
have a beneficial effect.

deleted
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Or. da

Justification

The effect of the claim is misleading when multiple risk factors are of great and/or greater 
significance in the event of diseases.
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Amendment by Othmar Karas

Amendment 156
Article 14, paragraph 1

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

1. To obtain the authorisation referred to in 
Article 10(1), in the case of health claims 
not falling within the scope of Article 12 
and reduction of disease risk claims, an 
application shall be submitted to the 
Authority.

The Authority: The Authority:

(a) shall acknowledge receipt of an 
application in writing within 14 days of its 
receipt. The acknowledgement shall state the 
date of receipt of the application;

(a) shall acknowledge receipt of an 
application in writing within 14 days of its 
receipt. The acknowledgement shall state the 
date of receipt of the application.

(b) shall inform without delay the Member 
States and the Commission of the 
application and shall make the application 
and any supplementary information 
supplied by the applicant available to them;
(c) shall make the summary of the dossier 
referred to in paragraph 3(f) available to 
the public.

Or. en

Amendment by Christopher Heaton-Harris

Amendment 157
Article 14, paragraph 1, point (b)

(b) shall inform without delay the Member 
States and the Commission of the 
application and shall make the application 
and any supplementary information 
supplied by the applicant available to them;

deleted

Or. en

Justification

The provisions of Article 14.1 (b) and (c) should be deleted to protect the confidentiality of 
the submission until after a decision is taken. The transparency and right to information are 
fulfilled through the provisions of Article 15.5 and 15.6.
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Amendment by Małgorzata Handzlik

Amendment 158
Article 14, paragraph 1, point (b)

(b) shall inform without delay the Member 
States and the Commission of the 
application and shall make the application 
and any supplementary information 
supplied by the applicant available to them;

deleted

Or. en

Justification
Due to competition protection and support to innovativeness it is groundless both to provide 
access to dossier to all Member States and to provide access to its summary by the general 
public .

Amendment by Christopher Heaton-Harris

Amendment 159
Article 14, paragraph 1, point (c)

c) shall make the summary of the dossier 
referred to in paragraph 3(f) available to 
the public.

deleted

Or. en

Justification
The provisions of Article 14.1 (b) and (c) should be deleted to protect the confidentiality of 
the submission until after a decision is taken. The transparency and right to information are 
fulfilled through the provisions of Article 15.5 and 15.6.

Amendment by Małgorzata Handzlik

Amendment 160
Article 14, paragraph 1, point (c)

c) shall make the summary of the dossier 
referred to in paragraph 3(f) available to 
the public.

deleted

Or. en
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Justification

Due to competition protection and support to innovativeness it is groundless both to provide 
access to dossier to all Member States and to provide access to its summary by the general 
public .

Amendment by Jens-Peter Bonde

Amendment 161
Article 14, paragraph 2, point (c)

(c) a copy of the studies which have been 
carried out with regard to the health claim 
including, where available, independent, 
peer-reviewed studies, which have been 
carried out and any other material which is 
available to demonstrate that it complies 
with the criteria provided for in this 
Regulation;

(c) a copy of the studies which have been 
carried out with regard to the health claim 
including, where available, independent, 
peer-reviewed studies, which have been 
carried out and any other material which is 
available, including any relating to 
consumer perceptions of the claim, to 
demonstrate that it complies with the criteria 
provided for in this Regulation;

Or. da

Justification
There is a great shortage of studies as to how consumers sin the various Member States 
perceive the various types of claim. This should be rectified. Unless producers can 
demonstrate that consumers are able to understand the claim and therefore use the product as 
intended, there is no point for either consumer or producer to seek authorisation for such a 
claim. It is primarily up to the applicant to produce such data and carry out studies.

Amendment by Christopher Heaton-Harris

Amendment 162
Article 14, paragraph 2, point (e)

(e) a proposal for the wording, in all 
Community languages, of the health claim 
for which authorisation is sought including, 
as the case may be, specific conditions for 
use; 

(e) essential elements of the wording, in all 
Community languages, of the health claim 
for which authorisation is sought and as the 
case may be, specific conditions for use;

Or. en

Justification

Whilst the relationship between the scientific substantiation and the meaning of the claim can 
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be subject of approval, it is essential to give manufacturers a degree of flexibility regarding 
the communication  of the claim. 

As it is, the Commission Proposal does not take this into account.

Amendment by Othmar Karas

Amendment 163
Article 14, paragraph 2, point (e)

(e) a proposal for the wording, in all 
Community languages, of the health claim 
for which authorisation is sought 
including, as the case may be, specific 
conditions for use;

(e) essential elements of the wording of the 
claim in all Community languages and as 
the case may be, specific conditions for use;

Or. en

Amendment by Małgorzata Handzlik

Amendment 164
Article 14, paragraph 2, point (e)

(e) a proposal for the wording, in all 
Community languages, of the health claim 
for which authorisation is sought 
including, as the case may be, specific 
conditions for use; 

(e) the essential elements of the claim, in all 
Community languages and as the case may 
be, specific conditions for use;

Or. en

Justification

There are no grounds for the requirement posed for the applicant to provide wording of claim 
in the languages of all Member States. It should be sufficient to describe basic elements of 
such claim. With the application of claim in individual countries the producers will monitor 
its perception by consumers and will adapt its wording to the needs of optimum 
communication of the benefits of a certain product.

Amendment by Luisa Fernanda Rudi Ubeda

Amendment 165
Article 14, paragraph 2, point (e)
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(e) a proposal for the wording, in all 
Community languages, of the health claim 
for which authorisation is sought 
including, as the case may be, specific 
conditions for use;

(e) the main points of the text of the claim
in all Community languages, and, as the 
case may be, specific conditions for use;

Or. es

Justification

The procedure put forward by the Commission makes no allowance for changes in consumer 
knowledge and perceptions (which, by definition, cannot be gauged in advance). It could also 
give rise to a situation in which manufacturers apply for authorisation for a different wording 
in order to establish a relationship for which authorisation has already been granted, thus 
creating unnecessary additional work for the European Food Safety Authority.

Amendment by Christopher Heaton-Harris

Amendment 166
Article 14, paragraph 2, point f)

(f) a summary of the dossier. (f) scientific data proportional to the nature 
of the benefits claimed by the assertions.

Or. en

Justification

Whilst the relationship between the scientific substantiation and the meaning of the claim can 
be subject of approval, it is essential to give manufacturers a degree of flexibility regarding 
the communication  of the claim. 

As it is, the Commission Proposal does not take this into account.

Amendment by Christopher Heaton-Harris

Amendment 167
Article 14, paragraph 2, point (f a) (new)

(fa) a summary of the dossier 
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Or. en

Justification

Whilst the relationship between the scientific substantiation and the meaning of the claim can 
be subject of approval, it is essential to give manufacturers a degree of flexibility regarding 
the communication  of the claim. 

As it is, the Commission Proposal does not take this into account.

Amendment by Othmar Karas

Amendment 168
Article 14, paragraph 4

4. Before the date of application of this 
regulation, the authority shall publish 
detailed guidance to assist applicants in the 
preparation and the presentation of 
applications. 

4. Before the date of application of this 
regulation, the Authority shall publish 
detailed guidance to assist applicants in the 
preparation and the presentation of 
applications. Applicants shall have the right 
to defend their applications before the 
Authority and shall have the right to 
provide additional data in the course of the 
Authority's evaluation of the dossier.

Or. en

Amendment by Małgorzata Handzlik

Amendment 169
Article 14, paragraph 4

4. Before the date of application of this 
Regulation, the Authority shall publish 
detailed guidance to assist applicants in the 
preparation and the presentation of 
applications.

4. Before the date of application of this 
Regulation, the Authority shall publish 
detailed guidance to assist applicants in the 
preparation and the presentation of 
applications. Applicants shall have the right 
to defend their applications before the 
Authority and shall have the right to 
provide additional data in the course of the 
Authority's evaluation of the dossier.

Or. en
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Justification

It is essential that the regulations on the approval of claims should offer an option for the 
applicant to provide arguments supporting theses specified in the dossier and, if necessary, to 
supplement the dossier or submit additional explanations.

Amendment by Othmar Karas

Amendment 170
Article 15, paragraph 1

1. In giving its opinion, the Authority shall 
endeavour to respect a time limit of three 
months from the date of receipt of a valid 
application. That time limit shall be 
extended where the Authority seeks 
supplementary information from the 
applicant pursuant to paragraph 2.

1. In giving its opinion, the authority shall 
respect a time limit of three months from the 
date of receipt of a valid application. That 
time limit shall be extended where the 
authority seeks supplementary information 
from the applicant pursuant to paragraph 2.

Or. en

Amendment by Othmar Karas

Amendment 171
Article 15, paragraph 2

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

2. The Authority may, where appropriate, 
request the applicant to supplement the 
particulars accompanying the application 
within a specified time limit. The applicant 
shall have direct access to the competent 
panel of the Authority, the right to be heard 
and the right to provide additional 
particulars.

Or. en

Amendment by Małgorzata Handzlik

Amendment 172
Article 15, paragraph 2

2. The Authority may, where appropriate, 
request the applicant to supplement 

2. The Authority may, where appropriate, 
request the applicant to supplement the 
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theparticulars accompanying the application 
within a specified time limit.

particulars accompanying the application 
within a specified time limit. The applicant 
shall have direct access to the competent 
panel of the Authority, the right to be heard 
and the right to provide additional 
particulars.

Or. en

Justification

Deleting an option of open catalog of documents requird during claim autohrisation process 
will secure the authorisation process against discretion of the officials. On the other hand it is 
vital to provide the applicant with an option of submitting additional explanations and, if 
needed, to supplement the dossier.

Amendment by Othmar Karas

Amendment 173
Article 15, paragraph 3

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

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

(a) that the proposed wording of the health 
claim is substantiated by scientific data;

(a) that the health claim is substantiated by 
scientific knowledge;

(b) that the wording of the heath claim 
complies with the criteria laid down in this 
Regulation;

(b) that the health claim complies with the 
criteria laid down in this Regulation;

(c) that the proposed wording of the health 
claim is understandable and meaningful to 
the consumer.

Or. en

Amendment by Małgorzata Handzlik

Amendment 174
Article 15, paragraph 3, point (a)

(a) that the proposed wording of the health 
claim is substantiated by scientific data; 

(a) that the proposed wording of the health 
claim is substantiated by scientific 
knowledge;

Or. en
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Justification
The amendment intends to base the dossier on wider scientific knowledge rather than only on 
scientific data.

Amendment by Christopher Heaton-Harris

Amendment 175
Article 15, paragraph 4, point (c)

(c) the recommended wording, in all 
Community languages, of the  proposed 
health claim;

(c) the essential elements of the wording of 
the claim in all Community languages; 

Or. en

Justification
Whilst the relationship between the scientific substantiation and the meaning of the claim can 
be subject of approval, it is essential to give manufacturers a degree of flexibility regarding 
the communication  of the claim. 

As it is, the Commission Proposal does not take this into account.

Amendment by Othmar Karas

Amendment 176
Article 15, paragraph 4, point (c)

(c) the recommended wording, in all 
Community languages, of the proposed 
health claim;

(c) essential elements of the wording, in all 
Community languages, of the proposed 
health claim;

Or. en

Amendment by Luisa Fernanda Rudi Ubeda

Amendment 177
Article 15, paragraph 4, point (c)

(c) the recommended wording, in all 
Community languages, of the proposed 
health claim;

(c) the main points of the wording of the 
claim in all Community languages;
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Or. es

Justification

The procedure put forward by the Commission makes no allowance for changes in consumer 
knowledge and perceptions (which, by definition, cannot be gauged in advance). It could also 
give rise to a situation in which manufacturers apply for authorisation for a different wording 
in order to establish a relationship for which authorisation has already been granted, thus 
creating unnecessary additional work for the European Food Safety Authority.

Amendment by Małgorzata Handzlik

Amendment 178
Article 15, paragraph 4 a (new)

4a. The applicant shall have a right of 
appeal, which must be exercised within one 
month to contest a negative or conditional 
positive assessment of the Authority of the 
scientific merits of a claim.

Or. en

Justification

The application should be provided with a right to appeal against negative or conditional 
positive decision on the authorisation of a certain claim.
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Amendment by Małgorzata Handzlik

Amendment 179
Article 18, paragraph 2, point (c) 

(c) a list of rejected health claims. deleted

Or. en

Justification

The publication of a list of claims rejected in the authorisation process will be 
disadvantageous because of the protection of fair competition and innovativeness in industry.

Amendment by Othmar Karas

Amendment 180
Article 19

Data protection Confidentiality
1. The scientific data and other information 
in the application dossier required under 
Article 14 (2) may not be used for the 
benefit of a subsequent applicant for a 
period of seven years from the date of 
authorisation, unless the subsequent 
applicant has agreed with the prior 
applicant that such data and information 
may be used, where:

1. The applicant may indicate which 
information submitted under this 
Regulation he wishes to be treated as 
confidential on the ground that its 
disclosure might significantly harm his 
competitive position. Verifiable reasons 
must be given in such cases.

(a) the scientific 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 applicant had exclusive right 
of reference to the proprietary data at the 
time the prior application was made; and,
(c) the health claim could not have been 
approved without the submission of the 
proprietary data by the prior applicant.
2. Until the end of the seven years period 
specified in paragraph 1, no subsequent 
applicant shall have the right to refer to 
data designated as proprietary by a prior 
applicant unless and until the Commission 
takes a decision on whether an 
authorisation could be or could have been 

2. The Commission shall determine, after 
consultation with the applicant, which 
information other than that specified in 
paragraph 3 should be kept confidential 
and shall inform the applicant of its 
decision.
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granted without the submission of data 
designated as proprietary by the prior 
applicant

3. The following information shall not be 
considered confidential:
(a) the name and essential characteristics 
of the food that confers its health related 
properties;
(b) the conclusions of studies preformed on 
in vitro models, on animals and on 
humans, as appropriate, of relevance for 
the evaluation of the effects of the food and 
its constituents on human nutrition and 
health;
(c) methods for detection or quantification 
of key characteristics of the food or its 
constituents, as may be needed for official 
control.
4. Notwithstanding paragraph 2, the 
Authority shall, on request, supply the 
Commission and the Member States with 
all information in its possession, including 
any identified as confidential pursuant to 
paragraph 2.
5. The Authority shall apply the principles 
of Regulation (EC) No 1049/2001 of the 
European Parliament and of the Council of 
30 May 2001 regarding public access to 
European Parliament, Council and 
Commission documents¹ when processing 
applications for access to documents held 
by the Authority.
6. The Member States, the Commission and 
the Authority shall keep confidential all the 
information identified as confidential 
under paragraph 2 except where it is 
appropriate for such information to be 
made public in order to protect human 
health. Member states shall process 
applications for access to documents 
received under this Regulation in 
accordance with Article 5 of Regulation 
(EC) No 1049/2001.
7. Where an applicant withdraws an 
application, the Member States, the 
Commission and the Authority shall respect 
the confidentiality of commercial and 
industrial information, including research 
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and development information, as well as 
information on which the Commission and 
the applicant disagree as to its 
confidentiality.
______________
¹ UL L 145, 31.5.2001, p. 43. 

Or. en

Amendment by Alexander Stubb

Amendment 181
Article 19 a (new)

Article 19a
Confidentiality

1. An applicant may indicate which data 
and information submitted under this 
Regulation he wishes to be treated as 
confidential on the grounds that its 
disclosure might significantly harm his 
competitive position. Verifiable reasons 
must be given.
2. The Commission shall determine, after 
consultation with the applicant, which data 
and information other than that specified 
in paragraph 3 should be kept confidential 
and shall inform the applicant of its 
decision.
3. The following data and information shall 
not be considered confidential:
(a) the name and essential characteristics 
of the food that confer its health related 
properties;
(b) the conclusions of any tests performed 
on in vitro models, on animals or on 
humans, relevant to an evaluation of the 
effects of the food and its constituents on 
human nutrition and health;
(c) methods for the detection or 
quantification of key characteristics of the 
food or its constituents, as may be needed 
for official control.
4. Notwithstanding paragraph 2, the 
Authority shall, on request, supply the 
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Commission and the Member States with 
all information in its possession, including 
any data and information identified as 
confidential pursuant to paragraph 2.
5. The Authority shall apply the principles 
of Regulation (EC) No 1049/2001 of the 
European Parliament and of the Council of 
30 May 2001 regarding public access to 
European Parliament, Council and 
Commission documents¹ when processing 
applications for access to documents held 
by the Authority.
6. The Member States, the Commission and 
the Authority shall keep confidential all 
data and information identified as 
confidential under paragraph 2 except 
where it is appropriate for such data and 
information to be made public in order to 
protect human health. Member States shall 
process applications for access to 
documents received under this Regulation 
in accordance with Article 5 of Regulation 
(EC) No 1049/2001.

7. Where an applicant withdraws  an 
application, the Member States, the 
Commission and the Authority shall respect 
the confidentiality of commercial and 
industrial data and information, including 
research and development information, as 
well as information on which the 
Commission and the applicant disagree as 
to its confidentiality.
________________________
¹ OJ L 145, 31.5.2001, p. 43.

Or. en

Justification

In order to encourage investments in research, promote innovation and ensure fair 
competition, adequate data protection is indispensable. In practice, the exclusive right of 
reference to the proprietary data will not always be sufficient because clinical trials are 
usually executed with third parties, such as universities. Most of the time manufacturers will 
grant universities the right to use the data for training, publication and further research. 

*** If the amendment above is admissible, withdraw amendment 33 ***



AM\562665EN.doc 75/97 PE 355.746v02-00

EN

Amendment by Othmar Karas

Amendment 182
Article 19 a (new)

Article 19a
Data protection

1. Scientific data and other information in 
the application dossier required under 
Article 10 which is protected under Article 
19, may not be used for the benefit of 
another applicant for a period of 7 years 
from the date of authorisation, unless the 
second applicant has agreed with the first 
that such data and information may be 
used.
2. On the expiry of the 7-year period, the 
findings of all or part of the evaluation 
conducted on the basis of the scientific data 
and information contained in the 
application dossier may be used by the 
Authority for the benefit of other 
applicants.

Or. en

Amendment by Othmar Karas

Amendment 183
Article 19 b (new)

Article 19b
Respect of acquired rights

The submission of an application, the 
acknowledgement of receipt or the granting 
of an authorisation for a claim are made 
without prejudice to any right of 
intellectual property that the applicant may 
have on that claim or on any scientific data 
or information included in the application 
dossier. The abovementioned rights will be 
considered in accordance with Community 
law or with any provision of any national 
law that is not in contradiction with 
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Community law.

Or. en

Amendment by Christopher Heaton-Harris

Amendment 184
Article 20 a (new)

Article 20a

Notwithstanding Articles 3 and 4 of 
Directive 2002/46/EC, and without 
temporal limitation, Member States may 
permit trade in and marketing in their 
territory of food supplement products 
containing vitamins and minerals not listed 
in Annex I of the Directive, or in forms not 
listed in Annex II thereof, provided that:
(a) the vitamin or mineral substance in 
question is in use in one or more food 
supplements marketed in the Community 
on 12 July 2002, and 
(b) the Authority has not given an 
unfavourable opinion in respect of the use 
of that vitamin or mineral substance, or its 
use in that form, in the manufacture of 
food supplements.

Or. en

Justification

The amendments maintain the principle of subsidiarity by allowing Member States to protect 
the health of their citizens whilst at the same time avoiding unnecessary discontinuation of 
products that have been sold safely in individual Member States for several years.



AM\562665EN.doc 77/97 PE 355.746v02-00

EN

Amendment by Christopher Heaton-Harris

Amendment 185
Article 20 b (new)

Article 20b

Notwithstanding Articles 3 and 5 of 
Directive 2002/46/EC, Member States may 
permit trade in and marketing in their 
territory of food supplement products 
containing levels of vitamins and minerals 
or forms of vitamins and minerals 
exceeding those which may be adopted 
under Article 5(4) of that Directive, 
provided that the product complies with this 
Regulation.

Or. en

Amendment by Mia De Vits

Amendment 186
Article 22, paragraph 1

1. Where a Member State has serious 
grounds for considering that a claim does 
not comply with this Regulation, or that the 
scientific substantiation provided for in 
Article 7 is insufficient, that Member State 
may temporarily suspend the use of that 
claim within its territory. 
It shall inform the other Member States and 
the Commission and give reasons for the 
suspension. 

1. In connection with Article 12(3), where a 
Member State has serious grounds for 
considering that a claim does not comply 
with this Regulation, or that the scientific 
substantiation provided for in Article 6 is 
insufficient, that Member State may ask the 
Commission to investigate the validity of 
the claim used in the labelling, presentation 
and advertising of the food concerned.

It shall inform the other Member States and 
the operator and explain its request. The 
Member State may not suspend the use of 
the claim until the Commission has taken a 
decision in accordance with the procedure 
laid down in Article 23 of this Regulation.

Or. en

Justification

A realistic approach is vital.
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A thorough analysis (inter alia of the scientific evidence) would be useful before adopting 
such measures (suspending the use of claims within the territory of a Member State).

Amendment by Mia De Vits

Amendment 187
Article 22, paragraph 3

3. The Member State referred to in 
paragraph 1 may maintain the suspension 
until the decision referred to in paragraph 
2 has been notified to it.

deleted

Or. nl

Justification

A realistic approach is vital.

A thorough analysis (inter alia of the scientific evidence) would be useful before adopting 
such measures (suspending the use of claims within the territory of a Member State).

Amendment by Othmar Karas

Amendment 188
Article 25

By … at the latest [last day of the fifth 
month following date of adoption + 6 years], 
the Commission shall submit to the 
European Parliament and to the Council a 
report on the application of this Regulation, 
in particular on the evolution of the market 
of foods in respect of which nutrition or 
health claims are made, together with a 
proposal for amendments if necessary. 

By … at the latest [last day of the fifth 
month following date of adoption + 3 years], 
the Commission shall submit to the 
European Parliament and to the Council a 
report on the application of this Regulation, 
in particular on the evolution of the market 
of foods in respect of which nutrition or 
health claims are made and on any 
difficulties encountered in the application 
of the Article 1(4a), together with a proposal 
for amendments if necessary.

Or. en
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Amendment by Alexander Stubb

Amendment 189
Article 25 a (new)

Article 25a
Transition period

Health claims, other than those referred to 
in Article 12(1), that are used for foods, 
categories of foods or food constituents, in 
compliance with provisions already in force 
at the time when this Regulation enters into 
force may continue to be made, provided 
that an application is made pursuant to 
Article 14 within twelve months of the entry 
into force of this Regulation, until six 
months after a final decision is taken 
pursuant to Article 16. In the case of such  
applications, the timelimits provided for in 
Articles 15(1)and (2) and 16(1) shall not 
apply.

Or. en

Justification

It is essential to provide for a transition period that allows existing, science-based, legally 
made claims to remain in use until they are appropriately brought under the proposed 
regulation.

*** If the amendment above is admissible, withdraw amendment 40 ***

Amendment by Simon Coveney

Amendment 190
Article 25 b (new)

Article 25b

Claims on food for intense muscular effort 
which have been used in compliance with 
national provisions before the entry into 
force of this Regulation, may continue to be 
made until the adoption of the Commission 
Directive on foods intended to meet the 
expenditure of intense muscular effort, 
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especially for sports people, based on 
Directive 89/398/EEC of 3 May 1989 on the 
approximation of the laws of the Member 
States relating to foodstuffs intended for 
particular nutritional uses¹.
_____________
¹ UL L 186, 30.6.1989, p. 27.
. 

Or. en

Justification

The European Commission is currently working on a Commission Directive on foods for 
intense muscular effort, under the framework Directive on foods for particular nutritional 
uses (Directive 89/398). This upcoming Directive will clarify the requirements for claims in 
sports foods. These claims are very specific to products used by athletes and therefore the 
specific Directive enables the appropriate claims criteria to be defined. For this reason it is 
appropriate to foresee transitional measures in this regulation until the approriate Directive 
has been adopted. 

Amendment by Christopher Heaton-Harris

Amendment 191
Article 25 b (new)

Article 25b
Transitional Measures

Claims on food for intense muscular effort 
which have been used in compliance with 
national provisions before the entry into 
force of this Regulation, may continue to be 
made until the adoption of the Commission 
Directive on foods intended to meet the 
expenditure of intense muscular effort, 
especially for sports people, based on 
Directive 89/398/EEC of 3 May 1989 on the 
approximation of the laws of the Member 
States relating to foodstuffs intended for 
particular nutritional uses¹.
_____________
¹ UL L 186, 30.6.1989, p. 27.
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Or. en

Justification

The European Commission is currently working on a Commission Directive on foods for 
intense muscular effort, under the Framework Directive on foods for particular nutritional 
uses (Directive 89/398). This upcoming directive will clarify the requirements for claims in 
sports foods. These claims are very specific to products used by athletes and therefore the 
specific directive enables the appropriate claims criteria to be defined. For this reason, it is 
appropriate to foresee transitional measures in this Regulation until the appropriate directive 
has been adopted.

Amendment by Othmar Karas

Amendment 192
Article 26

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

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

It shall apply from [first day of the sixth
month following publication].

It shall apply from [first day of the 
eighteenth month following publication].

Foods placed on the market or labeled prior 
to that date, which do not comply with this 
Regulation may be marketed until [last day 
of the eleventh month following 
publication].

Foods placed on the market or labeled prior 
to the date of application of this Regulation 
and which do not comply with this 
Regulation may be marketed until [last day 
of the eleventh month following its 
application] or the end of their shelf life, 
which ever is longer.
Health claims as referred to in Article 12(1) 
may be made from the date of entry into 
force of this Regulation specified in Article 
26 until the adoption of the list referred to 
in Article 12(2a), under the responsibility 
of business operators provided that they are 
in accordance with this Regulation and 
with existing national provisions applicable 
to them, and without prejudice to the 
adoption of transition measures as referred 
to in Article 22.
Health claims, other than those referred to 
in Article 12(1), that are used in 
compliance with existing provisions, for 
foods, categories of food or food 
constituents at the time this Regulation 
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enters into force, may continue to be used 
in the country(ies) where they are legally 
marketed provided an application is made 
pursuant to Article 14 within twelve months 
following the date of application of this 
Regulation and until six months after a 
final decision is taken pursuant to Article 
16.

Or. en

Amendment by Christopher Heaton-Harris

Amendment 193
Article 26

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

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

It shall apply from [first day of the sixth 
month following publication].

It shall apply from [first day of the 
eighteenth month following publication].

Foods placed on the market or labelled prior 
to that date, which do not comply with this 
Regulation may be marketed until [last day 
of the eleventh month following 
publication].

Foods placed on the market or labeled prior 
to the date of application of this Regulation 
and which do not comply with this 
Regulation may be marketed until [last day 
of the eighteenth month following its 
application] or the end of their shelf life, 
which ever is longer.
Health claims as referred to in Article 12(1) 
may be made from the date of entry into 
force of this Regulation specified in Article 
26 until the adoption of the list referred to 
in Article 12(2a), under the responsibility 
of business operators provided that they are 
in accordance with this Regulation and 
with existing national provisions applicable 
to them, and without prejudice to the 
adoption of transition measures as referred 
to in Article 22.
Health claims, other than those referred to 
in Article 12(1), that are used in 
compliance with existing provisions, for 
foods, categories of food or food 
constituents at the time this Regulation 
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enters into force, may continue to be used 
in the countries where they are already 
legally marketed, provided that an 
application is made pursuant to Article 14 
within twelve months following the date of 
application of this Regulation and until six 
months after a final decision is taken 
pursuant to Article 16.

Or. en

Justification

There is a need for the Regulation to foresee adequate transitional periods both in the case of 
health claims which fall under the scope of article 12 - claims based on generally accepted 
scientific data- and whether or not they are finally included under the Community list of 
permitted claims and for products with health claims, which are currently on the market but 
which will need to undergo authorisation under the current terms of the proposal.  

At the same time, the phase out period for foods placed on the market or labelled prior to the 
date of entry into force which do not comply with this Regulation needs to be extended. 
Indeed the period provided for in the proposal may not be sufficient as the time needed for 
publication of the EFSA guidance, approval procedure (at least 6 months) and amendments to 
labelling and presentation may go beyond the eleven months specified in the proposal.  

This Regulation should in any case permit companies to continue marketing their products, 
which are currently on the market, provided that an application has been submitted according 
to the authorisation procedure, until a final decision has been made by EFSA and the 
Standing Committee.

Amendment by Simon Coveney

Amendment 194
Annex

Nutrition claims and conditions applying to them
(Additional claim - to be placed after "LOW ENERGY")

HIGH ENERGY
A claim that a food is high in energy, and 
any claim likely to have the same meaning 
for the consumer, may only be made where 
the product contains more than 60 
kcal/100ml or 250 kcal/100g.

Or. en
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Justification

Article 2.4 provides a definition for "nutrient claim", and refers in point (a) to the energy 
(calorific value)a food "provides at a reduced or increased rate". However the annex 
currently only sets down the conditions applying to claims referring to reduced levels of 
energy. for the sake of coherence I propose also a claim referring to an increased level of 
energy  ie a "high energy claim" thus being consisten with definition in article 2.4.

Amendment by Christopher Heaton-Harris

Amendment 195
Annex

Nutrition claims and conditions applying to them
(Additional claim - to be placed after "LOW ENERGY")

HIGH ENERGY
A claim that a food is high in energy, and 
any claim likely to have the same meaning 
for the consumer, may only be made where 
the product contains more than 60 
kcal/100ml or 250 kcal/100g.

Or. en

Justification

Article 2.4. provides a definition for “ nutrition claim”, and refers in point (a) to the energy 
(calorific value) a food “ provides at a reduced or increased rate”. However, the Annex 
currently only sets down the conditions applying to claims refering to reduced levels of 
energy. For the sake of coherence, we therefore propose also a claim refering to an increased 
level of energy, ie a “high energy” claim. This would make the Annex consistent with the 
definition provided in Article 2.4.

High energy products are, for example, used by people involved in manual work or those 
leading active lifestyles (walkers, mountaineers, etc.). These products are also used by 
diabetics to rapidly stabilise blood sugar levels.

Amendment by Edit Herczog

Amendment 196
Annex

Nutrition claims and conditions applying to them
(Additional claim - to be placed after "LOW ENERGY")

HIGH ENERGY
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A claim that a food is high in energy, and 
any claim likely to have the same meaning 
for the consumer, may only be made where 
the product contains more than 60 
kcal/100ml or 250 kcal/100g.

Or. en

Justification

This amendment brings the annex in consistency with article 2.4 (a) referring to both 
“reduced or INCREASED rate” of calorific value.

Amendment by Małgorzata Handzlik

Amendment 197
Annex

Nutrition claims and conditions applying to them
LOW FAT

LOW FAT LOW FAT

A claim that a food is low in fat, and any 
claim 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 1.5g of fat per 100ml (1.8g of fat per 
100 ml for semi-skimmed milk). In the case 
of foods naturally low in fat, the term 
“naturally” may be used as a prefix to this 
claim.

A claim that a food is low in fat, and any 
claim 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 1.5g of fat per 100ml (1.8g of fat per 
100 ml for semi-skimmed milk). In the case
of foods naturally low in fat, the term 
“naturally” may be used as a prefix to this 
claim.This claim applies without prejudice 
to the term “low fat”, as provided for in 
Article 5 of EC Regulation 2991/94.

In the case of foods naturally low in fat, the 
term “naturally” may be used as a prefix to 
this claim.

Or. en

Justification

The Council Regulation (EC) 2991/94 lays down the principles under which the fat product 
may bear low fat claim. Without this prejudice the claim under the draft Regulation would be 
in breach with the aforementioned Regulation – a legal act of the same level – and would 
mislead the consumer, preventing him from making a choice of fat product with lower fat 
content.
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Amendment by Małgorzata Handzlik

Amendment 198
Annex

Nutrition claims and conditions applying to them
SATURATED FAT –FREE

SATURATED FAT –FREE deleted
A claim that a food does not contain 
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 0.1g
of saturated fat per 100g or 100ml.
In the case of foods naturally saturated fat-
free, the term “naturally” may be used as a 
prefix
to this claim.

Or. en

Justification

Products other than fatty products will bear far fetching claims (e.g. [low fat] or [fat free]), 
while meeting a condition defined for this claim is not possible by any fatty product. Even 
low-erucic rape oil exceeds the condition seven times, whereas olive oil fourteen times.

Amendment by Małgorzata Handzlik

Amendment 199
Annex

Nutrition claims and conditions applying to them
(NATURAL SOURCE OF VITAMINS AND/OR MINERALS)

NATURAL SOURCE OF VITAMINS 
AND/OR MINERALS

A claim that a food is a natural source of 
vitamins and/or minerals, and any claim 
likely to have the same meaning for the 
consumer, may only be made where the 
product contains at least 15% of the 
recommended daily allowance specified in 
the Annex of Council Directive 

SOURCE OF VITAMINS AND/OR 
MINERALS 

A claim that a food is a source of vitamins 
and/or minerals, and any claim likely to have 
the same meaning for the consumer, may 
only be made where the product contains at 
least 15% of nutrient reference values 
(NRV) per 100g (solids) and 7.5% of NRV 
per 100ml (liquids) or 5% of NRV per 
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90/496/EEC per 100 g or 100 ml. 100kcal (12% of NRV 1MJ) or 15% of 
NRV per serving.
In the case of foods naturally source of 
vitamins and/or minerals, the terms 
naturally”/”natural” may be used as a prefix to 
this claim.

Or. en

Justification

1. The Codex Alimentarius conditions, representing grounds for international food standards, 
should be expressed in analogous EU legislation on the application of claims, which will 
enhance harmonisation of legislation:a. Claims with terms "reduced" and "increased" should 
be based on 25% difference as opposed to reference food.

b. The use of claims containing term "source" should be harmonised with Codex 
Alimentarius.

c. The claim content should be used with reference to "sodium" rather than to "salt".

d. Claims containing terms "source" and "high" with reference to vitamins and minerals in 
liquids, should be based on 7.5% RDA and 15% RDA (Recommended Daily Absorption) 
respectively.

Amendment by Edit Herczog

Amendment 200
Annex

Nutrition claims and conditions applying to them
ENRICHED OR FORTIFIED IN VITAMINS AND/OR MINERALS

ENRICHED OR FORTIFIED IN 
VITAMINS AND/OR MINERALS

VITAMINS AND/OR MINERALS 
ADDED

A claim that a food is enriched or fortified 
in vitamins and/or minerals, and any claim 
likely to have the same meaning for the 
consumer, may only be made where the 
product contains the vitamins and/or 
minerals in at least a significant amount as 
defined in the Annex of Directive 
90/496/EEC.

A claim that vitamins and/or minerals are 
added to the food, and any claim likely to 
have the same meaning for the consumer, 
may only be made when the product 
contains the vitamins and/or minerals in at 
least a significant amount as defined in the 
Annex to the Directive 90/496/EEC.

Or. en
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Justification

If the term “added” is used instead of “enriched and/or fortified”, the consumer is freer to 
judge whether this is a positive thing or not. In the same way that a consumer can be 
informed if a high level of vitamins and/or minerals is a natural substance in the food, the 
consumer is also entitled to know if the high level of vitamins and/or minerals is artificially 
added to the food.

Amendment by Małgorzata Handzlik

Amendment 201
Annex

Nutrition claims and conditions applying to them
ENRICHED OR FORTIFIED IN VITAMINS AND/OR MINERALS

ENRICHED OR FORTIFIED IN 
VITAMINS AND/OR MINERALS

deleted

A claim that a food is enriched or fortified 
in vitamins and/or minerals, and any claim 
likely to have the same meaning for the 
consumer, may only be made where the 
product contains the vitamins and/or 
minerals in at least a significant amount as 
defined in the Annex of Directive 
90/496/EEC.

Or. en

Justification

1. The conditions that were adopted by Codex Alimentarius, representing grounds for 
international food standards, should be expressed in analogous EU legislation on the 
application of claims, which will enhance harmonisation of legislation in this area:

a. “Low cholesterol " and "cholesterol-free " clauses have to be inserted into the claims.b. The 
use of claims containing term "source" should be harmonised with Codex Alimentarius, 
whereas term "enriched" is used as additional synonym.c. Claims containing terms "source" 
and "high" with reference to vitamins and minerals in liquids, should be based on 7.5% RDA 
and 15% RDA (Recommended Daily Absorption) respectively.

Amendment by Edit Herczog

Amendment 202
Annex

Nutrition claims and conditions applying to them
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HIGH VITAMINS AND/OR MINERALS

HIGH VITAMINS AND/OR MINERALS HIGH VITAMINS AND/OR MINERALS
A claim that a food is high in vitamins 
and/or minerals, and any claim likely to have 
the same meaning for the consumer, may 
only be made where the product contains at 
least twice the value of “source of vitamins 
and minerals”.

A claim that a food is high in vitamins 
and/or minerals, and any claim likely to have 
the same meaning for the consumer, may 
only be made where the product contains at 
least twice the value of “source of vitamins 
and minerals”.

In case of foods naturally high in vitamins 
and/or minerals, the term “naturally” may be 
used as a prefix to this claim.

In case of foods naturally high in vitamins 
and/or minerals, the term “naturally” may be 
used as a prefix to this claim. If the food is 
high in vitamins and/or minerals owing to 
addition of these to the food, the term 
“Added” must be used in the claim.

Or. en

Justification

If the term “added” is used instead of “enriched and/or fortified”, the consumer is freer to 
judge whether this is a positive thing or not. In the same way that a consumer can be 
informed if a high level of vitamins and/or minerals is a natural substance in the food, the 
consumer is also entitled to know if the high level of vitamins and/or minerals is artificially 
added to the food.



PE 355.746v02-00 90/97 AM\562665EN.doc

EN

Amendment by Małgorzata Handzlik

Amendment 203
Annex

Nutrition claims and conditions applying to them
(INCREASED (NAME OF THE MACRONUTRIENT))

INCREASED (NAME OF THE
MACRONUTRIENT)

INCREASED (NAME OF THE
NUTRIENT OR OTHER SUBSTANCE)

A claim stating that the content in one or 
more nutrients 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 claim 
“source of” and the increase in content is at 
least 30% compared to a similar product.

A claim stating that the content in one or 
more nutrients or other substances 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 claim “contains/source 
of” and the increase in content is at least
25% compared to a similar product.

Or. en

Justification

1. The conditions that were adopted by Codex Alimentarius should be expressed in analogous 
EU legislation on the application of claims, which will enhanceharmonisation:a. “Low 
cholesterol " and "cholesterol-free " clauses have to be inserted into the claims.

b. Claims with terms "reduced" and "increased" should be based on 25% difference as
opposed to reference food.

c. The use of claims containing term "source" should be harmonised with Codex 
Alimentarius, whereas term "enriched" is used as additional synonym.

Amendment by Małgorzata Handzlik

Amendment 204
Annex

Nutrition claims and conditions applying to them
(REDUCED (NAME OF THE NUTRIENT))

REDUCED (NAME OF THE NUTRIENT)

A claim stating that the content in one or 
more nutrients has been reduced, and any 
claim likely to have the same meaning for 
the consumer, may only be made where the 

REDUCED (NAME OF THE NUTRIENT 
OR OTHER SUBSTANCE)

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

be made where the reduction in content is at 
least 25% compared to a similar product, 
except for micronutrients where a 10% 
difference in the reference values as set in 
Council Directive 90/496/EEC shall be 
acceptable.

Or. en

Justification

1. The conditions that were adopted by Codex Alimentarius, representing grounds for 
international food standards, should be expressed in analogous EU legislation on the 
application of claims, which will enhance harmonisation:a. “Low cholesterol " and 
"cholesterol-free " clauses have to be inserted into the claims.

b. Claims with terms "reduced" and "increased" should be based on 25% difference as 
opposed to reference food.c. The claim content should be used with reference to "sodium" 
rather than to "salt".

Amendment by Marianne Thyssen

Amendment 205
Annex

Nutrition claims and conditions applying to them
(Additional claim - to be placed after "LIGHT")

FREE OF COWS' MILK PROTEIN
A claim that a product is free of cows' milk 
protein, and any claim likely to have the 
same meaning for the consumer, may only 
be made where the foodstuff does not 
include any ingredient containing cows'
milk protein or any other constituent made 
from cows' milk. In the case of foods which 
are naturally free of cows' milk protein, the 
word "naturally" may be included in the 
claim.

Or. en

Justification

Some 2-5% of young children in Europe suffer from an allergy to cows' milk protein. It is 
therefore important that parents, who generally do the shopping for their family, should be 
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clearly informed as to which products do not contain this substance.

Amendment by Marianne Thyssen

Amendment 206
Annex

Nutrition claims and conditions applying to them
(Additional claim - to be placed after "LIGHT")

RICH IN SHORT-CHAIN OMEGA-3
A claim that a product is rich in shortchain
omega-3, and any claim likely to have the 
same meaning for the consumer, may only 
be made where the following condition is 
met:
the product contains at least 3g 
alphalinoleic acid per 100g or 100ml of 
product. In the case of foods which are 
naturally rich in short-chain omega-3, the 
word "naturally" may be included in the 
claim.

Or. en

Justification

The WHO recommends increasing consumption of alpha-linoleic acid so as to provide 
between 1 and 2% of energy intake, which corresponds to 2-4 g per day. Claims which help 
consumers to find products which enable them to comply with this recommendation should 
therefore be provided for in the annex. 

Amendment by Marianne Thyssen

Amendment 207
Annex

Nutrition claims and conditions applying to them
(Additional claim - to be placed after "LIGHT")

RICH IN LONG-CHAIN OMEGA-3
A claim that a product is rich in long-chain
omega-3, and any claim likely to have the
same meaning for the consumer, may only 
be made where the following condition is 
met: the product contains at least 40mg 
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longchain omega-3 (i.e. EPA+DHA as 
found naturally in fish oil) per 100g
or 100ml of product. In the case of foods 
which are naturally rich in long-chain 
omega-3, the word "naturally" may be 
included in the claim.

Or. en

Justification

The WHO and many nutrition experts and policy advisers recommend increasing our intake 
of long-chain omega-3 (EPA and DHA). The main sources of these are oily fish and foodstuffs 
containing added fish oils. Foodstuffs containing the above-mentioned quantities of long-
chain omega-3 make an important contribution to achieving the recommended intake. 

Amendment by Małgorzata Handzlik

Amendment 208
Annex

Nutrition claims and conditions applying to them
(Additional claim - to be placed after "LIGHT")

HIGH OMEGA 3:
A claim that a food is high in omega-3, and 
any claim likely to have the same meaning 
for the consumer, may only be made where 
at least one of the following conditions are 
met:
- minimum 0.6g alpha-linolenic acid per 
100g/100ml product;
- minimum 60mg very long chain omega-3 
per 100g/100ml product as long as
minimum 30% of the dietary 
recommendation is met per average daily 
intake of product.

Or. en

Justification

An option of applying claim on the high content of fatty acids high omega-3 is extremely vital 
from the perspective of proper nutrition and public health of the EU population.
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Amendment by Alexander Stubb

Amendment 209
Annex

Nutrition claims and conditions applying to them
(Additional claim - to be placed after "new High mono unsaturated fat" (new))

HIGH OMEGA 3 
A claim that a food is high in omega-3, and 
any claim likely to have the same meaning 
for the consumer, may only be made where 
at least one of the two following conditions 
is met:
- there is at least 3g alpha-linolenic acid 
per 100 gram product,
- there is at least 300 mg Very Long Chain 
omega-3 per 100 gram product.

Or. en

Justification

WHO recommends to increase the intake of alpha-linolenic acid to 1 to 2% energy,
equivalent to approximately 2 to 4 g a day. The main sources of alpha-linolenic acid are 
margarine, fat spreads, cakes, biscuits, fried foods. The proposed levels mean that a 
reasonable daily intake of, e.g. 20g of margarine/fat spread would provide 0.6g alpha-
linolenic acid a day.

Amendment by Małgorzata Handzlik

Amendment 210
Annex

Nutrition claims and conditions applying to them
(Additional claim - to be placed after "CHOLESTEROL FREE SECTION (new)")

LOW CHOLESTEROL

A claim that a food is low in cholesterol, 
and any claim likely to have the same 
meaning for the consumer, may only be 
made where the product contains no more 
than 0.02g cholesterol/100g (solids) or no 
more than 0.01 cholesterol/100ml 
(liquids), and 
1. less than 1.5g saturated fat per 100g 
(solids), or 
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2. 0.75g saturated fat per 100 ml (liquids), 
and no more than 10% of energy of 
saturated fat.
In the case of foods naturally low in 
cholesterol, the term “naturally” may be 
used as a prefix to this claim.

Or. en

Justification

1. The conditions that were adopted by Codex Alimentarius, representing grounds for 
international food standards, should be expressed in analogous EU legislation on the 
application of claims, which will enhance harmonisation of legislation in this area:

a. “Low cholesterol " and "cholesterol-free " clauses have to be inserted into the claims.b. 
The claim content should be used with reference to "sodium" rather than to "salt".

c. Claims containing terms "source" and "high" with reference to vitamins and minerals in 
liquids, should be based on 7.5% RDA and 15% RDA (Recommended Daily Absorption) 
respectively. 

Amendment by Małgorzata Handzlik

Amendment 211
Annex

Nutrition claims and conditions applying to them
(Additional claim - to be placed after "new NEW OMEGA 3 SECTION" (new))

CHOLESTEROL FREE 
A claim that a food does not contain 
cholesterol, and any claim likely to have 
the same meaning for the consumer, may 
only be made where the product contains 
no more than 0.005g/100g cholesterol 
(solids) or no more than 0.005g/100ml 
cholesterol (liquids) and 
- less than 1.5g saturated fat per 100g 
(solids) or 0.75g saturated fat per 100 ml 
(liquids), and no more than 10% of energy 
of saturated fat, or
- 70% of the total fatty acids are 
unsaturated.
In the case of foods naturally cholesterol 
free, the term “naturally” may be used as 
a prefix to this claim.
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Or. en

Justification

1. The conditions that were adopted by Codex Alimentarius, representing grounds for 
international food standards, should be expressed in analogous EU legislation on the 
application of claims, which will enhance harmonisation of legislation in this area:

a. “Low cholesterol " and "cholesterol-free " clauses have to be inserted into the claims.b. 
The claim content should be used with reference to "sodium" rather than to "salt".

c. Claims containing terms "source" and "high" with reference to vitamins and minerals in 
liquids, should be based on 7.5% RDA and 15% RDA (Recommended Daily Absorption) 
respectively. 
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