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Symbols for procedures

* Consultation procedure
majority of the votes cast

**I Cooperation procedure (first reading)
majority of the votes cast

**II Cooperation procedure (second reading)
majority of the votes cast, to approve the common  position
majority of Parliament’s component Members, to reject or amend 
the common position

*** Assent procedure
majority of Parliament’s component Members except  in cases 
covered by Articles 105, 107, 161 and 300 of the EC Treaty and 
Article 7 of the EU Treaty

***I Codecision procedure (first reading)
majority of the votes cast

***II Codecision procedure (second reading)
majority of the votes cast, to approve the common position
majority of Parliament’s component Members, to reject or amend 
the common position

***III Codecision procedure (third reading)
majority of the votes cast, to approve the joint text

(The type of procedure depends on the legal basis proposed by the 
Commission.)

Amendments to a legislative text

In amendments by Parliament, amended text is highlighted in bold italics. 
Highlighting in normal italics is an indication for the relevant departments 
showing parts of the legislative text for which a correction is proposed, to 
assist preparation of the final text (for instance, obvious errors or omissions 
in a given language version). These suggested corrections are subject to the 
agreement of the departments concerned.
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DRAFT EUROPEAN PARLIAMENT LEGISLATIVE RESOLUTION

on the Council common position for adopting a regulation of the European Parliament 
and of the Council on nutrition and health claims made on foods
(9858/3/2005 – C6-0018/2006 – 2003/0165(COD))

(Codecision procedure: second reading)

The European Parliament,

– having regard to the Council common position (9858/3/2005 – C6-0018/2006),

– having regard to its position at first reading1 on the Commission proposal to Parliament 
and the Council (COM(2003)0424)2,

– having regard to Article 251(2) of the EC Treaty,

– having regard to Rule 62 of its Rules of Procedure,

– having regard to the recommendation for second reading of the Committee on the 
Environment, Public Health and Food Safety (A6-0122/2006),

1. Approves the common position as amended;

2. Instructs its President to forward its position to the Council and Commission.

Council common position Amendments by Parliament

Amendment 1
Recital 1

(1) An increasing number of foods labelled 
and advertised in the Community bear 
nutrition and health claims. In order to 
ensure a high level of protection for 
consumers and to facilitate their choice, 
products put on the market must be safe and 
adequately labelled. 

(1) An increasing number of foods labelled 
and advertised in the Community bear 
nutrition and health claims. As a wholesome, 
varied and balanced diet is a prerequisite 
for good health and products taken 
separately are only of relative importance 
compared to diet as a whole, in order to 
ensure a high level of protection for 
consumers and to facilitate their choice, 
products put on the market must be safe and 
adequately labelled.

1 Texts Adopted, 26.5.2005, P6_TA(2005)0201.
2 Not yet published in OJ.



PE 367.861v03-00 6/31 RR\367861EN.doc

EN

Amendment 2
Recital 4

(4) This Regulation should apply to all 
nutrition and health claims made in 
commercial communications, including inter 
alia generic advertising of food and 
promotional campaigns, such as those 
supported in whole or in part by public 
authorities. It should not apply to claims 
which are made in non-commercial 
communications, such as dietary guidelines 
or advice issued by public health authorities 
and bodies, or non-commercial 
communications and information in the 
press and in scientific publications. This 
Regulation should also apply to trade marks 
and other brand names which may be 
construed as nutrition or health claims.

(4) This Regulation should apply to all 
nutrition and health claims made in 
commercial communications, including inter 
alia generic advertising of food and 
promotional campaigns, such as those 
supported in whole or in part by public 
authorities. It should not apply to claims 
which are made in non-commercial 
communications, such as dietary guidelines 
or advice issued by public health authorities 
and bodies, or non-commercial 
communications and information in the 
press and in scientific publications. This 
Regulation should also apply to brand names 
which may be construed as nutrition or 
health claims.

Justification

Trade marks, which are already regulated under separate legislation, should be excluded 
from the scope of the Regulation.

Amendment 3
Recital 5 a (new)

(5a) There is a connection between the 
consumption of food and health. 
Consumers increasingly need reliable and 
objective information about the quality and 
nutritional value of the food which they 
consume. In a number of Member States, 
symbols are used which indicate the quality 
or profile of the food product 
('signposting'). These symbols help 
consumers to make healthy choices. This 
Regulation does not affect the symbols or 
quality designations which are in use in 
Member States. In order to avoid confusion 
among consumers regarding the use of 
different symbols used by food producers, 
supermarkets, consumer organisations or 
national authorities, it is desirable that a 
European quality designation should be 
devised within the foreseeable future. This 
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European quality designation should be 
reliable and provide a guarantee for 
consumers. 

Justification

In the definition of 'nutrition claim' in the common position, the word 'beneficial' has been 
inserted. This is to ensure that this regulation does not prevent the use of signposting systems. 
It is therefore clearer to state this directly. 

Amendment 4
Recital 9

(9) Foods promoted with claims may be 
perceived by consumers as having a 
nutritional, physiological or other health 
advantage over similar or other products to 
which such nutrients and other substances 
are not added. This may encourage 
consumers to make choices which directly 
influence their total intake of individual 
nutrients or other substances in a way 
which would run counter to scientific 
advice. To address this potential 
undesirable effect, it is appropriate to 
impose certain restrictions as regards the 
products bearing claims. In this context, 
factors such as the presence of certain 
substances, for example the alcohol 
content of the product or the nutrient 
profile of the product, are appropriate 
criteria for determining whether the 
product can bear claims. The use of such 
criteria at national level, whilst justified for 
the purpose of allowing consumers to make 
informed nutritional choices, is likely to 
result in barriers to intra-Community trade 
and should therefore be harmonised at 
Community level.

(9) Foods promoted with claims may be 
perceived by consumers as having a 
nutritional, physiological or other health 
advantage over similar or other products to 
which such nutrients and other substances 
are not added. This may encourage 
consumers to make choices which directly 
influence their total intake of individual 
nutrients or other substances in a way 
which would run counter to scientific 
advice. To address this potential 
undesirable effect, it is appropriate to 
impose certain restrictions as regards the 
products bearing claims. In this context, 
factors such as the presence of certain 
substances, the intake of which might lead 
to a significant imbalance in daily dietary 
requirements or the abuse of which could 
damage the health of an individual, are 
appropriate criteria for determining 
whether the product can bear claims. The 
use of such criteria at national level, whilst 
justified for the purpose of allowing 
consumers to make informed nutritional 
choices, is likely to result in barriers to 
intra-Community trade and should 
therefore be harmonised at Community 
level.

Justification

It is inappropriate to refer to only one element that can contribute to an unbalanced diet, it is 
more helpful to make a general reference to all nutritional factors that can have a damaging 
effect on health.
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Amendment 5
Recital 16

(16) Scientific substantiation should be the 
main aspect to be taken into account for the 
use of nutrition and health claims and the 
food business operators using claims should 
justify them.

(16) Scientific substantiation should be the 
main aspect to be taken into account for the 
use of nutrition and health claims and the 
food business operators using claims should 
justify them. Specific allowances should, 
however, be made for SMEs. 

Justification

It is important that this Regulation takes a more proportionate approach to take into account 
administrative and financial difficulties that SMEs may face without compromising product 
safety.

Amendment 6
Recital 24

(24) In the light of Commission Directive 
96/8/EC of 26 February 1996 on foods 
intended for use in energy-restricted diets 
for weight reduction1 which prohibits, in 
the labelling, presentation and advertising 
of products covered by that Directive, any 
reference to the rate or amount of weight 
loss which may result from their use, it is 
considered appropriate to extend this 
restriction to all foods.

(24) In the light of Commission Directive 
96/8/EC of 26 February 1996 on foods 
intended for use in energy-restricted diets 
for weight reduction1 which prohibits, in 
the labelling, presentation and advertising 
of products covered by that Directive, any 
reference to the rate or amount of weight 
loss which may result from their use, it is 
considered appropriate to extend this 
restriction to all foods.  In the case of 
foods not specifically designed for weight 
control but marketed with references to a 
reduction in the sense of hunger or an 
increase in the sense of satiety, such 
references should have a scientific basis. 

Justification

Text approved by Parliament at first reading regulating claims as to the beneficial effects in 
terms of weight loss for foods that are not specifically dietary products.

Amendment 7
Recital 27

(27) A varied and balanced diet is a (27) The onset of certain human diseases 
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prerequisite for good health and single 
products have a relative importance in the 
context of the total diet. Furthermore, diet 
is one of the many factors influencing the 
onset of certain human diseases. Other 
factors such as age, genetic predisposition, 
the level of physical activity, the 
consumption of tobacco and other drugs, 
environmental exposure and stress may all 
influence the onset of human diseases. 
Specific labelling requirements should 
therefore apply in respect of claims relating 
to the reduction of a disease risk.

can be triggered not only by factors such 
as age, genetic predisposition, the level of 
physical activity, the consumption of 
tobacco and other drugs, environmental 
exposure and stress but also by a bad diet. 
Specific labelling requirements should 
therefore apply to food products in respect 
of claims relating to the reduction of a 
disease risk.

Justification

The reference to the importance of a balanced diet has been inserted in Recital 1 as the 
general principle on which this whole regulation is based. This amendment makes it clear 
that ‘health claims’ need to be regulated specifically because of the influence that diet has on 
human health.

Amendment 8
Recital 27 a (new)

(27a) This Regulation should apply with 
due regard for the various dietary habits, 
traditional products and gastronomic 
cultures existing in the Member States 
and their regions, which are an asset 
worthy of respect and conservation.

Justification

This amendment draws attention to the importance of Europe’s gastronomic culture, as 
proposed at first reading.

Amendment 9
Recital 28

(28) 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 European Food Safety 
Authority and in the subsequent 
authorisation procedure.

(28) 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 European Food Safety 
Authority and in subsequent procedures.
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Amendment 10
Recital 33

(33) Adequate transitional measures are 
necessary to enable food business operators 
to adapt to the requirements of this 
Regulation.

(33) Adequate transitional measures are 
necessary to enable food business 
operators, in particular SMEs, to adapt to 
the requirements of this Regulation.

Justification

The Regulation must provide adequate support for small and medium-sized undertakings.

Amendment 11
Recital 34 a (new)

(34a) A general information campaign on 
nutrition issues and the importance of 
acquiring healthy eating habits should be 
developed at the appropriate time.

Justification

In order to enable consumers properly to assess the nutritional information given on labels, 
they should be educated through information campaigns on the significance of labelling and 
the daily energy requirements of different groups.

Amendment 12
Article 1, paragraph 2, subparagraph 1

2. This Regulation shall apply to nutrition 
and health claims made in commercial 
communications, whether in the labelling, 
presentation or advertising of foods to be 
delivered as such to the final consumer, 
including foods which are placed on the 
market unpacked or supplied in bulk. 

2. This Regulation shall apply to nutrition 
and health claims made in commercial 
communications, whether in the labelling, 
presentation or advertising of foods to be 
delivered as such to the final consumer, 
including imported products. However, it 
shall not apply to foods which are offered 
for sale to the final consumer unpacked or 
packed only at the point of sale (fresh 
products such as fruit, vegetables or bread).

Justification

By analogy with Directive 2000/13/EC of 20 March 2000, unpacked foods and fresh goods 
such as fruit, vegetables or bread should be excluded from the regulation.
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Requiring retailers and those who sell foods loose to comply with the provisions of this 
Regulation is too stringent a provision and is likely to prove impossible to apply.

On the other hand, in order to safeguard the competitiveness of European industry in the face 
of imports from non-member countries, the Regulation should also apply to all imported 
products so as not to put European producers at a disadvantage. This amendment combines a 
number of amendments adopted at first reading to Articles 13-14-15-16-17.

Amendment 13
Article 1, paragraph 3

3. A trade mark, brand name or fancy 
name appearing in the labelling, 
presentation or advertising of a food which 
may be construed as a nutrition or health 
claim may be used without undergoing the 
authorisation procedures provided for in 
this Regulation, provided that it is 
accompanied by a related nutrition or 
health claim in that labelling, presentation 
or advertising which complies with the 
provisions of this Regulation.

3. This Regulation shall not apply to trade 
marks that comply with the provisions of 
Council Directive 89/104/EEC of 21 
December 1988 to approximate the laws of 
the Member States relating to trade marks1 
or Council Regulation (EC) No 40/94 of 20 
December 1993 on the Community trade 
mark2.

________
1 OJ L 40, 11.2.1989, p. 1. Directive as amended by 
Decision 92/10/EEC (OJ L 6, 11.1.1992, p. 35).
2 OJ L 11, 14.1.1994, p. 1. Regulation as last 
amended by Regulation (EC) No 422/2004 (OJ L 70, 
9.3.2004, p. 1).

Justification

Including trade marks within the scope of the regulation would cause major legal uncertainty 
and disadvantage existing brand-mark owner who partly strongly depend on the brand 
recognition.

Amendment 14
Article 1, paragraph 3 a (new)

3a. Furthermore, generic trademarks 
which have traditionally been used to 
indicate a property of a class of foods or 
beverages which could imply an effect on 
our health, like digestive or cough drops, 
shall be exempted from the application of 
this Regulation.
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Amendment 15
Article 1, paragraph 4 a (new)

4a. This Regulation shall apply without 
prejudice to specific provisions concerning 
foods for particular nutritional uses laid 
down in Community legislation and 
concerning food supplements.

Justification

Taken from Article 1(4) at first reading in Parliament.

In order to avoid any confusion as to whether food supplements fall within the scope of this 
regulation, they should be specifically mentioned in Article 1.

Amendment 16
Article 4, paragraph 1

1. By …*, the Commission shall, in 
accordance with the procedure referred to in 
Article 24(2), establish specific nutrient 
profiles and the conditions, including 
exemptions, which shall be respected for 
the use of nutrition and health claims on 
foods and/or categories of foods. 

1. By ...*, the Commission shall, in 
accordance with the procedure referred to in 
Article 24(2) and after consulting the 
European Parliament, establish specific 
nutrient profiles, including exemptions, 
which food or certain categories of food 
must comply with in order to bear nutrition 
or health claims and the conditions for the 
use of nutrition or health claims for foods 
or categories of foods with respect to the 
nutrient profiles. 

These nutrient profiles established for food 
and/or certain categories of food, and the 
conditions for the use of nutrition or health 
claims with respect to the nutrient profiles, 
shall be laid down taking into account in 
particular:

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

(a) the quantities of certain nutrients and 
other substances contained in the food, such 
as fat, saturated fatty acids, trans-fatty-acids, 
sugars and salt/sodium;

(a) the quantities of certain nutrients and 
other substances contained in the food, such 
as fat, saturated fatty acids, trans-fatty-acids, 
sugars and salt/sodium;

(b) the role and importance of the food (or of 
categories of foods) in the diet of the 
population in general or, as appropriate, of 
certain risk groups including children;

(b) the role and importance of the food (or of 
categories of foods) and their contribution 
to the diet of the population in general (in 
relation to the daily intake) or, as 
appropriate, of certain risk groups including 
children; due account should be taken of 
the dietary habits and consumption 
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patterns in the various Member States;

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

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

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

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

In setting the nutrient profiles, the 
Commission shall request the Authority to 
provide within 12 months relevant scientific 
advice, focusing in particular on:

In setting the nutrient profiles, the 
Commission shall request the Authority to 
provide within 12 months relevant scientific 
advice, focusing in particular on:

(i) whether profiles should be set for food in 
general and/or categories of food;

(i) whether profiles should be set for food in 
general and/or categories of food;

(ii) the choice and balance of nutrients to be 
taken into account;

(ii) the choice and balance of nutrients to be 
taken into account;

(iii) the choice of reference quantity/basis 
for profiles;

(iii) the choice of reference quantity/basis 
for profiles;

(iv) the approach to the calculation of the 
profiles, and

(iv) the approach to the calculation of the 
profiles, and

(v) testing of a proposed system. (v) the feasibility and testing of a proposed 
system.

In setting the nutrient profiles, the 
Commission shall carry out consultations 
with interested parties, in particular food 
business operators and consumer groups.

In setting the nutrient profiles, the 
Commission shall carry out consultations 
with interested parties, in particular food 
business operators and consumer groups. 
Particular attention shall be given to 
SMEs.
Within 3 months after the date referred to 
in the first subparagraph, the Commission 
shall submit to the European Parliament 
and to the Council a report on the 
applicability of the developed nutrient 
profiles and the relevant scientific data.

Nutrient profiles and their conditions of use 
shall be updated to take into account 
relevant scientific developments in 
accordance with the procedure referred to in 
Article 24(2).

Nutrient profiles and their conditions of use 
shall be updated to take into account 
relevant scientific developments in 
accordance with the procedure referred to in 
Article 24(2) and after consultation of 
interested parties.
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Justification

Aims to reach a compromise with Council.

It is important to pay attention to SMEs and to the dietary patterns in the different Member 
States.

Amendment 17
Article 4, paragraph 2

2. By way of derogation from paragraph 1, 
nutrition claims referring to the reduction 
of fat, saturated fatty acids, trans-fatty 
acids, sugars and salt/sodium shall be 
allowed  without reference to a profile for 
the specific nutrient/s for which the claim 
is made, provided they comply with the 
conditions laid down in this Regulation.

2. By way of derogation from paragraph 1, 
nutrition claims shall be allowed, provided 
that in addition reference is made to the 
nutrients which do not meet the nutrient 
profile. This information should be of 
factual, non-discriminating character and 
clearly visible to the consumer.

Justification

Claims should be admissible if one element of a nutrient profile is exceeded.  An additional 
obligation to disclose nutrition information would allow consumers to make an informed 
choice.  The details of presentation should be considered following completion of the 
Authority's task and within the context of the review of the Nutrition Labelling Directive 
90/496/EC.

Amendment 18
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, except where these support national 
authority or Community messages about 
the dangers of misuse of alcohol.

(a) health claims;

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

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.

Deletion of point (b) of paragraph 3 of Article 4 means that nutrition claims are not 
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prohibited for alcoholic beverages.

Amendment 19
Article 4, paragraph 4

4. In the absence of specific Community 
rules regarding nutrition claims referring to 
the reduction or absence of alcohol or 
energy in beverages which normally contain 
alcohol, relevant national rules may apply in 
compliance with the provisions of the 
Treaty.

4. In the absence of specific Community 
rules regarding nutrition claims referring to 
low alcohol levels, or the reduction or 
absence of alcohol or energy in beverages 
which normally contain alcohol, relevant 
national rules may apply in compliance with 
the provisions of the Treaty.

Amendment 20
Article 4, paragraph 5

5. Foods or categories of foods other 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 24(2) and in the light of 
scientific evidence.

deleted

Amendment 21
Article 4, paragraph 5 a (new)

5a. The Authority shall, if appropriate, 
provide SMEs with general information 
and guidance to advise them on improving 
the nutritional content of their products, 
thereby enabling them to comply with the 
nutrient profiles that are established under 
the provisions of this Article.

Justification

It is important to pay attention to the needs and concerns of  SMEs.

Amendment 22
Article 5, paragraph 1

1. The use of nutrition and health claims 1. The use of nutrition and health claims 
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shall only be permitted if the following 
conditions are fulfilled:

shall only be permitted if the following 
conditions are fulfilled:

(a) the presence, absence or reduced content 
in a food or category of food of a nutrient or 
other substance in respect of which the claim 
is made has been shown to have a beneficial 
nutritional or physiological effect, as 
established by generally accepted scientific 
data;

(a) the presence, absence or reduced content 
in a food or category of food of a nutrient or 
other substance in respect of which the claim 
is made has been shown to have a beneficial 
nutritional or physiological effect, as 
established by generally accepted scientific 
knowledge;

(b) the nutrient or other substance for which 
the claim is made:

(b) the nutrient or other substance for which 
the claim is made:

(i) is contained in the final product in a 
significant quantity as defined in 
Community legislation or, where such rules 
do not exist, in a quantity that will produce 
the nutritional or physiological effect 
claimed as established by generally accepted 
scientific data; or 

(i) is contained in the final product in a 
significant quantity as defined in 
Community legislation or, where such rules 
do not exist, in a quantity that will produce 
the nutritional or physiological effect 
claimed as established by generally accepted 
scientific knowledge; or 

(ii) is not present or is present in a reduced 
quantity that will produce the nutritional or 
physiological effect claimed as established 
by generally accepted scientific data; 

(ii) is not present or is present in a reduced 
quantity that will produce the nutritional or 
physiological effect claimed as established 
by generally accepted scientific knowledge; 

(c) where applicable, the nutrient or other 
substance for which the claim is made is in a 
form that is available to be used by the body;

(c) where applicable, the nutrient or other 
substance for which the claim is made is in a 
form that is available to be used by the body;

(d) the quantity of the product that can 
reasonably be expected to be consumed 
provides a significant quantity of the nutrient 
or other substance to which the claim relates, 
as defined in Community legislation or, 
where such rules do not exist, a significant 
quantity that will produce the nutritional or 
physiological effect claimed as established 
by generally accepted scientific data;

(d) the quantity of the product that can 
reasonably be expected to be consumed 
provides a significant quantity of the nutrient 
or other substance to which the claim relates, 
as defined in Community legislation or, 
where such rules do not exist, a significant 
quantity that will produce the nutritional or 
physiological effect claimed as established 
by generally accepted scientific knowledge;

(e) compliance with the specific conditions 
set out in Chapter III or Chapter IV as the 
case may be.

(e) compliance with the specific conditions 
set out in Chapter III or Chapter IV as the 
case may be.

Justification

The term "generally accepted data" has not been defined.  The issues of consensus science 
and emerging science need to be provided for so that claims about benefits to health can be 
made at an earlier stage in the discovery process, using appropriate language and 
terminology ("may", "can", "probable", "possible", etc).  "Accepted scientific knowledge" 
takes this into account.  In the spirit of amendment 30 at first reading.
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Amendment 23
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.

Amendment 24
Article 8

1. Nutrition claims shall only be permitted if 
they are listed in the Annex and are in 
conformity with the conditions set out in 
this Regulation.

1. Subject to paragraph 1a, nutrition claims 
shall only be permitted if they are in 
conformity with this Regulation and 
comply with the conditions set out in the 
Annex.
1a. Indications of the nutritional status of a 
food, including logos, may be permitted in 
Member States provided that they conform 
with guidelines or rules laid down by 
national authorities and that they help 
consumers make choices related to healthy 
eating.

2. Amendments to the Annex shall be 
adopted in accordance with the procedure 
referred to in Article 24(2) and, where 
appropriate, after consulting the Authority.

2. Amendments to the Annex shall be 
adopted in accordance with the procedure 
referred to in Article 24(2) and, where 
appropriate, after consulting the Authority  
and with the involvement of consumer 
associations to judge the perception and 
understanding of the claims in question.

Amendment 25
Article 10, paragraph 3

3. Reference to general, non-specific 
benefits of the nutrient or food for overall 
good health or health-related well-being may 
only be made if accompanied by a specific 
health claim included in the lists provided 
for in Article 13 or 14.

3. Reference to general, non-specific 
benefits of the nutrient or food for overall 
good health or health-related well-being may 
only be made if accompanied by a specific 
claim included in the list provided for in 
Articles 13 or 14 or the Annex.

Amendment 26
Article 11
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In the absence of specific Community rules 
concerning recommendations of or 
endorsements by national medical 
associations and health-related charities, 
relevant national rules may apply in 
compliance with the provisions of the 
Treaty.

In the absence of specific Community rules 
concerning recommendations of or 
endorsements by national health 
professional and nutrition/dietetic 
associations and health-related charities, 
relevant national rules may apply in 
compliance with the provisions of the 
Treaty.

Justification

Recommendations helpful to consumers regarding diet, foods and health may also be made by 
properly qualified health professionals such as nurses, dentists and pharmacists as well as by 
properly qualified nutritionists and dieticians. The original Commission proposal did not 
envisage endorsements being governed according to national rules.  The Common Position 
text is therefore entirely new.  At first reading Parliament acknowledged endorsements by 
health professionals.

Amendment 27
Article 12, points (b) and (c)

(b) claims which make reference to the rate 
or amount of weight loss;

(b) claims which make reference to the rate 
or amount of weight loss, unless 
scientifically substantiated;

(c) claims which make reference to 
recommendations of individual doctors or 
health professionals and other associations 
not referred to in Article 11.

(c) claims which make reference to 
recommendations of individual doctors or 
health professionals and other associations 
not referred to in Article 11, unless 
scientifically substantiated.

(Reinstates Amendment 42 at first reading)

Justification

Restrictions on the use of health claims should be undertaken on the basis of scientific 
criteria.
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Amendment 28
Article 12, point (c a) (new)

(ca) claims which are exclusively directed 
at children, unless scientifically 
substantiated.

Justification

It is  important to protect the health of the most vulnerable and hence most at risk.

Amendment 29
Article 13

1. Health claims describing or referring to: 1. Health claims describing or referring to:

(a) the role of a nutrient or other substance 
in growth, development and the functions of 
the body, or

(a) the role of  a nutrient or other substance 
in growth, development and the functions of 
the body, or

(b) psychological and behavioural functions, 
or

(b) psychological and behavioural functions, 
or

(c) without prejudice to Directive 96/8/EC, 
slimming or weight-control or 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, 
slimming or weight-control or 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,

which are included in the list provided for in 
paragraph 3 may be made without 
undergoing the authorisation procedure laid 
down in Articles 15 to 18, if they are:

which are based on the list provided for in 
paragraph 3 may be made without 
undergoing the procedures laid down in 
Articles 15 to 18, if they are:

(i) based on generally accepted scientific 
data, and

(i) based on generally accepted scientific 
knowledge, and

(ii) well understood by the average 
consumer.

(ii) well understood by the average 
consumer.

2. Member States shall provide the 
Commission with lists of claims as referred 
to in paragraph 1 by …*  at the latest 
accompanied by the conditions applying to 
them and by references to the relevant 
scientific justification.

2. Member States shall provide the 
Commission with lists of claims as referred 
to in paragraph 1 by …*  at the latest 
accompanied by the conditions applying to 
them and by references to the relevant 
scientific justification.

3. After consulting the Authority, the 
Commission shall adopt, in accordance with 
the procedure referred to in Article 24(2), a 
Community list of permitted claims as 
referred to in paragraph 1, and all necessary 

3. After consulting the Authority, the 
Commission shall adopt, in accordance with 
the procedure referred to in Article 24(2), a 
Community list of permitted claims as 
referred to in paragraph 1, and all necessary 
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conditions for the use of these claims by …* 
at the latest. 

conditions for the use of these claims by …* 
* at the latest. 

4. Any changes to the list referred to in 
paragraph 3, based on generally accepted 
scientific data, shall be adopted in 
accordance with the procedure referred to in 
Article 24(2), after consulting the Authority, 
on the Commission's own initiative or 
following a request by a Member State

4. Any changes to the list referred to in 
paragraph 3, based on generally accepted 
scientific knowledge, shall be adopted in 
accordance with the procedure referred to in 
Article 24(2), after consulting the Authority, 
on the Commission's own initiative or 
following a request by a Member State

5. Any additions of claims to the list referred 
to in paragraph 3 based on newly developed 
scientific data and/or which include a 
request for the protection of proprietary data 
shall be adopted following the procedure 
laid down in Articles 15 to 18.

5. Any additions of claims to the list referred 
to in paragraph 3 based on newly developed 
scientific knowledge and/or which include a 
request for the protection of proprietary data 
shall be adopted following the procedure 
laid down in Articles 15 to 18.

* OJ: Last day of the month of entry into 
force of this Regulation, plus 1 year.

* OJ: Last day of the month of entry into 
force of this Regulation plus 6 months.

* OJ: Last day of the month of entry into 
force of this Regulation, plus 3 years.

**  OJ: Last day of the month of entry into 
force of this Regulation plus 2 years.

Justification

Amendment that replaces “data” by “knowledge” in line with amendments proposed to 
Articles 5 and 6

In order to allow SME's to have a faster access to the list of authorized claims which can be 
used without undergoing any procedure of authorization, time periods for the compiling of the 
list have to be shortened. The two proposed ams. are aimed at shortening to 2 years the 
timing of realization of the list of allowed claims.

Amendment 30
Article 13, paragraph 5 a (new)

5a. Health claims other than those 
referring to the reduction of disease risk 
and those referring to children's 
development and health, which are not 
covered by paragraph 1, may be made 
where they have been registered in 
accordance with the procedure laid down in 
Article 17a.

Justification

The main aim of this amendment is to have a faster procedure (only 6 months), by preserving 
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all the time for the scientific assessment for the EFSA. That's the only guarantee for the 
consumer that the shortening of the period will not damage the quality of the assessment. If 
EFSA thinks that the claim might be not scientific substantiated then the "Authorization" 
procedure applies with the intervention of the Commission and the Comitology procedure.

It is of vital importance to consider carefully with the utmost precision all claims referring to 
children's development and health as well as claims referring to the reduction of disease risk.

Amendment 31
Article 14, title and paragraph 1

Reduction of disease risk claims Reduction of disease risk claims and claims 
related to children's development and 

health
1. Notwithstanding Article 2(1)(b) of 
Directive 2000/13/EC, reduction of disease 
risk claims may be made where they have 
been authorised in accordance with the 
procedure laid down in Articles 15 to 18 of 
this Regulation for inclusion in a 
Community list of such permitted claims 
together with all the necessary conditions for 
the use of these claims.

1. Notwithstanding Article 2(1)(b) of 
Directive 2000/13/EC, reduction of disease 
risk claims and claims related to children's 
development and health may be made 
where they have been authorised in 
accordance with the procedure laid down in 
Articles 15 to 18 of this Regulation for 
inclusion in a Community list of such 
permitted claims together with all the 
necessary conditions for the use of these 
claims.

Justification

It is of vital importance to also consider carefully with the utmost precision all claims 
referring to children's development and health.

Amendment 32
Article 15, paragraph 3 a (new)

3a. SMEs shall be given specific help in 
preparing applications.

Justification

SMEs should not be penalised by the application of the new system.

Amendment 33
Article 16, paragraph 1

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

respect a time limit of four months from the 
date of receipt of a valid application. Such 
time limit shall be extended for two months 
whenever the Authority seeks supplementary 
information from the applicant as provided 
for in paragraph 2.

Justification
This amendment sets tighter timelines for the EFSA opinion in the Authorisation process, in 
recognition of the fact that the process needs to fit the need for proportionality as well as 
protection of consumers.

Amendment 34
Article 16, paragraph 2

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

2. The Authority or a national competent 
authority through the Authority may, where 
appropriate, request the applicant to 
supplement the particulars accompanying 
the application within a specified time limit.  
The applicant may have direct access to the 
competent panel of the Authority including 
the right to be heard and the right to add 
further particulars to the dossier.

Amendment 35
Article 16, paragraph 3

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

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

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

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

(b) consider whether the wording of the 
health claim complies with the criteria laid 
down in this Regulation;

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

(c) give advice on whether the proposed 
wording of the health claim is 
understandable and meaningful to the 
average consumer. 

Justification

The requirement for EFSA to give an opinion on the consumer understanding of the claim  is 
amended, as this area ise not within EFSA expertise.
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Amendment 36
Article 16, paragraph 4

4. In the event of an opinion in favour of 
authorising the health claim, the opinion 
shall include the following particulars:

4. The opinion shall include the following 
particulars:

(a) the name and address of the applicant; (a) the name and address of the applicant;

(b) the nutrient or other substance, or the 
food or the category of food, in respect of 
which a claim is to be made and its 
particular characteristics;

(b) the nutrient or other substance, or the 
food or the category of food, in respect of 
which a claim is to be made and its 
particular characteristics;

(c) the recommended wording of the 
proposed health claim, including, as the case 
may be, the specific conditions of use;

(c) a proposal for the wording of the health 
claim, including, as the case may be, the 
specific conditions of use;

(d) where applicable, conditions or 
restrictions of use of the food and/or an 
additional statement or warning that should 
accompany the health claim on the label and 
in advertising.

(d) where applicable, conditions or 
restrictions of use of the food and/or an 
additional statement or warning that should 
accompany the health claim on the label and 
in advertising.

Justification

The requirement for EFSA to recommend a wording for the claim is amended, as this area is 
not within EFSA expertise.

Amendment 37
Article 17, paragraph 1

1. Within three months after receiving the 
opinion of the Authority, the Commission 
shall submit to the Committee referred to in 
Article 22(2) a draft decision on the lists of 
permitted health claims, taking into account 
the opinion of the Authority, any relevant 
provisions of Community law and other 
legitimate factors relevant to the matter 
under consideration. Where the draft 
Decision is not in accordance with the 
opinion of the Authority, the Commission 
shall provide an explanation for the 
differences.

1. Within two months after receiving the 
opinion of the Authority, the Commission 
shall submit to the Committee referred to in 
Article 22(2) a draft decision on the lists of 
permitted health claims, taking into account 
the opinion of the Authority, any relevant 
provisions of Community law and other 
legitimate factors relevant to the matter 
under consideration. Where the draft 
Decision is not in accordance with the 
opinion of the Authority, the Commission 
shall provide an explanation for the 
differences.

Amendment 38
Article 17 a (new)
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Article 17a

Community Registration
1. For health claims referred to in Article 
13(5a) a food business operator intending 
to use a health claim not included in the list 
provided for in Article 13(3) may apply for 
the Registration procedure.
2. The request for Registration shall be 
submitted to the national competent 
authority of a Member State which shall 
acknowledge receipt in writing within 14 
days of its receipt.
The request shall include the data provided 
for in Article 15(3) and the reasons for the 
request.
3. The dossier shall be sent without delay to 
the Authority for a scientific assessment 
and to the Commission and the Member 
States for information.
The procedure laid down in Article 16(2), 
(3)(a) and (b), (5) and (6) shall apply 
mutatis mutandis.
4. Registration of the claim shall be granted 
by the Commission within 5 months from 
the date of receipt of the request for 
registration unless the Authority objects by 
way of a negative opinion on the scientific 
substantiation of the claim.
From the day of Registration the applicant 
may start using the claim.
5. In the event of a negative opinion by the 
Authority about the scientific 
substantiation of the claim, the claim shall 
have to be authorised in accordance with 
the procedures laid down by Article 17. 
6. The list of claims registered within the 
meaning of paragraph 1 shall be 
established by the Commission in line with 
the provisions of Article 20.

Justification

The main aim of this amendment is to have a faster procedure (only 6 months), by preserving 
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all the time for the scientific assessment for the EFSA. That's the only guarantee for the 
consumer that the shortening of the period will not damage the quality of the assessment. If 
EFSA thinks that the claim might be not scientifically substantiated then the "Authorisation" 
procedure applies with the intervention of the Commission and the Comitology procedure.

Amendment 39
Article 19, paragraph 2, point (c)

(c) the authorised health claims and the 
conditions applying to them provided for in 
Articles 13(3), 14(1), 18(2), 20, 23(2) and 
27(6) and the national measures referred to 
in Article 22(3);

(c) the authorised health claims and the 
conditions applying to them provided for in 
Articles 13(3), 14(1), 18(2), 23(2) and 27(6), 
the registered health claims provided for in 
Article 17a and the conditions provided for 
by Article 20 and the national measures 
referred to in Article 22(3).

Justification

The main aim of this amendment is to have a faster procedure (only 6 months), by preserving 
all the time for the scientific assessment for the EFSA. That's the only guarantee for the 
consumer that the shortening of the period will not damage the quality of the assessment. If 
EFSA thinks that the claim might be not scientifically substantiated then the "Authorisation" 
procedure applies with the intervention of the Commission and the Comitology procedure.

Amendment 40
Article 19 a (new)

Article 19a
Intellectual property rights

The submission, registration or publication 
of a claim shall be without prejudice to any 
intellectual property rights which the 
applicant may enjoy in relation to the claim 
itself, or to any scientific data or any 
information contained in the dossier. Such 
rights shall be protected in accordance with 
Community law, or with any national 
provisions which do not conflict with 
Community law.

(Reinstates amendment 70 from 1st reading)

Amendment 41
Article 20, paragraph 1, introductory part
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1. The scientific data and other information 
in the application required under 
Article 15(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 scientific data and other information 
in the application required under 
Article 15(2) may not be used for the benefit 
of a subsequent applicant for a period of 
four 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:

Justification

SME's usually do not have the money to afford scientific studies to produce an own claim. The 
only chance they have to use claims is to use the ones which are listed in the list provided by 
art. 13 which can be used for free without undergoing any type of authorization/registration 
procedure. In order to allow SME's to use claims of this kind , timing of data protection has to 
be shortened. It is worth mentioning that in first reading the EP established that data 
protection should last only  3 years. 

Amendment 42
Article 20, paragraph 2

2. Until the end of the seven-year 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 a claim could be 
or could have been included in the list 
provided for in Article 14 or, where 
appropriate, Article 13 without the 
submission of data designated as proprietary 
by the prior applicant.

2. Until the end of the four-year 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 a claim could be 
or could have been included in the list 
provided for in Article 14 or, where 
appropriate, Article 13 without the 
submission of data designated as proprietary 
by the prior applicant.

Amendment 43
Article 26

By …* at the latest, 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 in foods in respect of 
which nutrition or health claims are made 
and on the consumers' understanding of 
claims, together with a proposal for 
amendments if necessary.

By …* at the latest, 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 in foods in respect of 
which nutrition or health claims are made 
and on the consumers' understanding of 
claims, together with a proposal for 
amendments if necessary. The report shall 
also include an evaluation of the impact of 
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this Regulation on public health.
_____________
*OJ: Last day of the fifth month following 
the date of entry into force of this 
Regulation, plus 6 years. 

_____________
* OJ: Four years after the date of entry into 
force of this Regulation.

Justification

An earlier review would make it possible to identify conflicts between the regulation and the 
relevant legislation on trade marks and to eliminate them. The amendment corresponds to 
Amendment 71 at first reading.

Amendment 44
Article 27, paragraph 1

1. Foods placed on the market or labelled 
prior to the date of application of this 
Regulation which do not comply with this 
Regulation may be marketed until their 
expiry date, but not later than **. With 
regard to the provisions in Article 4(1), 
foods may be marketed until twelve months 
following adoption of the relevant nutrient 
profiles and their conditions of use.

____________
**  OJ: Last day of the eighteenth month 
following the date of entry into force of this 
Regulation

1. Foods placed on the market or labelled 
prior to the date of application of this 
Regulation which do not comply with this 
Regulation may be marketed until their 
expiry date. With regard to the provisions in 
Article 4(1), foods may be marketed until 
twenty-four months following adoption of 
the relevant nutrient profiles and their 
conditions of use.

Justification

Sufficient time is needed for operators to meet the requirements of the Regulation. Claims not 
in compliance with Regulation should be allowed on market to expiry date.  

Amendment 45
Article 27, paragraph 2

2. Products bearing trade marks or brand 
names existing before 1 January 2005 
which do not comply with this Regulation 
may continue to be marketed until …*  after 
which time the provisions of this 
Regulation shall apply.

deleted
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____________
* OJ: Date of entry into force of this 
Regulation, plus ten years.

Justification

See amendment on Article 1, paragraph 3.

Amendment 46
Article 27, paragraph 3

3. Nutrition claims which have been used in 
a Member State before 1 January 2005 in 
compliance with national provisions 
applicable to them and which are not 
included in the Annex, may continue to be 
used until …** under the responsibility of 
food business operators and without 
prejudice to the adoption of safeguard 
measures as referred to in Article 23.

3. Nutrition claims which have been used in 
a Member State before 1 January 2005 in 
compliance with national provisions 
applicable to them and which are not 
included in the Annex, may be made no 
longer than three years following the date 
of entry into force specified in Article 28  
under the responsibility of food business 
operators and without prejudice to the 
adoption of safeguard measures as referred to 
in Article 23.

____________
**  OJ: Two years after the date of entry into 
force of this Regulation.
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EXPLANATORY STATEMENT

1. Background

In July 2003 the Commission submitted its proposal for a regulation of the European 
Parliament and the Council on nutrition and health claims made on foods (COM (2003)0424 - 
C5-0329/2003 - 2003/0165 (COD)). Parliament voted on the proposal at first reading on 26 
May 2005 and the Council adopted its common position at its meeting of 8 and 9 December 
2005.

At first reading Parliament adopted a large number of amendments inserting clauses designed 
to make application of this Regulation easier in practice for consumers as well as for operators 
in the sector.

From the consumer point of view, Parliament focused on the importance of making labels 
easy to understand. Particular care is required in the case of the labelling of products intended 
for children. However, the amendments also called for measures such as information 
campaigns designed to raise consumer awareness of the importance of a varied and balanced 
diet. At first reading Parliament also drew attention to the importance of safeguarding the 
variety of national gastronomic traditions.

Other amendments approved by Parliament focused on undertakings in the food sector, for 
instance, an amendment to help SMEs apply the Regulation, or an amendment to extend the 
scope of the Regulation to imported products so as not to undermine the competitiveness of 
European businesses.

It will be remembered that there were two controversial issues on which Parliament was 
divided at first reading, namely nutrient profiles and the claims registration procedure.

In the first of these cases, Parliament voted against the regulation of nutrient profiles for 
foodstuffs by rejecting Article 4. Under the wording adopted at first reading, it is sufficient for 
the substance for which a claim is made to have been shown to have the claimed beneficial 
nutritional or physiological effect, as established by accepted scientific knowledge and for the 
substance to be present in a certain quantity that can be used by the human body.

On the question of the claims procedure, Parliament voted in favour of a notification 
procedure rather than an authorisation procedure, thereby reducing the burden on industry.

2. Common position

Although the Council’s common position maintains the basic thrust of the Commission 
proposal, it does introduce a number of changes broadly designed to ensure that consumers 
are given correct information.

Article 4 takes over the Commission’s position in substance. It maintains the need to establish 
nutrient profiles bearing in mind different users and taking particular account of a number of 
consumer groups at risk such as children.
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As far as the procedure is concerned, producers are generally subject to an authorisation 
procedure. However, there is a series of ‘permitted claims’ appearing on a list drawn up by 
the Commission (under the procedure set out in Article 13) which may be used without 
undergoing any procedure whatsoever.

3. Conclusions

This Regulation should manage to reconcile the various requirements of health protection and 
accurate consumer information with the need to avoid overburdening industry with excessive 
formalities.

The Council’s common position is very close to that of your rapporteur at first reading; 
however, it is clear that the main objective of second reading will be to find broader 
agreement among the political groups and among the European institutions.

Consequently, although your rapporteur has not tabled substantive amendments to the 
common position, she intends to seek agreement as soon as possible on the two crucial issues 
of nutrient profiles and the authorisation/notification procedure.

Finally, your rapporteur attaches particular importance to a series of first-reading amendments 
that were not accepted by the Council; these cover aspects such as children, small and 
medium-sized undertakings, intellectual property rights, and the inapplicability of this 
Regulation to products sold loose.
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