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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 proposal for a regulation of the European Parliament and of the Council on 
nutrition and health claims made on foods
(COM(2003)0424 – C6-0329/2003 – 2003/0165(COD))

(Codecision procedure: first reading)

The European Parliament,

– having regard to the Commission proposal to the European Parliament and the Council 
(COM(2003)0424)1,

– having regard to Article 251(2) and Article 95 of the EC Treaty, pursuant to which the 
Commission submitted the proposal to Parliament (C5-0329/2003),

– having regard to Rule 51 of its Rules of Procedure,

– having regard to the report of the Committee on the Environment, Public Health and Food 
Safety and the opinions of the Committee on Industry, Research and Energy and the 
Committee on the Internal Market and Consumer Protection (A6-0000/2005),

1. Approves the Commission proposal as amended;

2. Calls on the Commission to refer the matter to Parliament again if it intends to amend the 
proposal substantially or replace it with another text;

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

Text proposed by the Commission Amendments by Parliament

Amendment 1
Recital 6

(6) Foods promoted with claims may be 
perceived by consumers as having a 
nutritional, physiological or other health 
advantage over similar or other products 
without such nutrients 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 counter this potential 
undesirable effect, it is appropriate to 
impose certain restrictions as regards the 

(6) Foods promoted with claims may be 
perceived by consumers as having a 
nutritional, physiological or other health 
advantage over similar or other products 
without such nutrients 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 counter this potential 
undesirable effect, it is appropriate to 
impose certain restrictions as regards the 

  
1 OJ C ... / Not yet published in OJ.
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products bearing claims. In this context, 
factors such as the presence of certain 
substances such as the alcohol content of 
the product or the nutrient profile of the 
product are appropriate criteria for 
determining whether the product can bear 
claims.

products bearing claims. In this context, 
factors such as the presence of certain 
substances or the nutrient profile of the 
product are appropriate criteria for 
determining whether the product can bear 
claims.

Justification

In keeping with Article 4.

Amendment 2
Recital 7

(7) The establishment of a nutrient profile 
may take into account the content of 
different nutrients and substances with a 
nutritional or physiological effect, in 
particular those such as fat, saturated fat, 
trans-fatty acids, salt/sodium and sugars 
whose excessive intakes in the overall diet 
are not recommended and those such as 
poly- and monounsaturated fats, available 
carbohydrates other than sugars, vitamins, 
minerals, protein and fibre. When setting 
the nutritional profiles, the different 
categories of foods and the place and role 
of these foods in the overall diet shall be 
taken into account. Exemptions to respect 
established nutrient profiles may be 
necessary for certain foods or categories of 
foods depending on their role and 
importance in the diet of the population. 
These would be complex technical 
exercises and the adoption of the relevant 
measures should be entrusted to the 
Commission. 

(7) The establishment of a nutrient profile 
may take into account the content of 
different nutrients and substances with a 
nutritional or physiological effect, in 
particular those such as fat, saturated fat, 
trans-fatty acids, salt/sodium and sugars
whose excessive intakes in the overall diet 
are not recommended and those such as 
poly- and monounsaturated fats, available 
carbohydrates other than sugars, vitamins, 
minerals, protein and fibre. When setting 
the nutritional profiles, the different 
categories of foods and the place and role 
of these foods in the overall diet shall be 
taken into account. Exemptions to respect 
established nutrient profiles may be 
necessary for certain foods or categories of 
foods depending on their role and 
importance in the diet of the population. 
These would be complex technical 
exercises and the adoption of the relevant 
measures should be entrusted to the 
Commission, following consultation of the 
Authority. 

Justification

In keeping with Article 4.

Amendment 3
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Recital 11

(11) 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.

(11) 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; allowance should, 
however, be made for certain structural 
and organisational limitations of small 
and medium-sized enterprises (SMEs).

Justification

To highlight, in keeping with Article 14, a few difficulties which SMEs have, such as not being 
able to translate nutrition claims into the various languages.

Amendment 4
Recital 19

(19) A varied and balanced diet is a 
prerequisite for good health and single 
products have a relative importance in the 
context of the total diet, and that diet is 
one of the many factors influencing the 
onset of certain human diseases. Other 
factors such as age, genetic predisposition, 
the 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.

(19) A varied and balanced diet, with due 
regard to the different dietary habits 
existing in the Member States, which are 
an asset worthy of respect and 
conservation, is a precondition for good 
health and even just one product can be 
of indisputable importance to the diet as a 
whole; 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.

Justification

The intention is to safeguard the production and distribution of typical products of 
fundamental importance to good health. 

Amendment 5
Recital 26
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(26) A transitional period is necessary to 
enable food business operators to adapt to 
the requirements of this Regulation.

(26) A transitional period is necessary to 
enable food business operators, 
particularly SMEs, to adapt to the 
requirements of this Regulation.

Justification

To highlight the difficulties experienced by SMEs in adjusting to legislative changes of this 
kind.

Amendment 6
Article 1, paragraph 3

3. Nutrition and health claims not 
complying with this Regulation shall be 
considered as misleading advertising 
within the meaning of Council Directive 
84/450/EEC.

3. This Regulation shall apply without 
prejudice to the following Community 
provisions:

- Council Directive 89/398/EC of 3 May 
1989 on the approximation of the laws of 
the Member States relating to foodstuffs 
intended for particular nutritional uses1 

and the directives adopted on the basis 
thereof;
- Council Directive 80/777/EC of 15 July 
1980 on the approximation of the laws of 
the Member States relating to the 
exploitation and marketing of natural 
mineral water2;
- Council Directive 98/83/EC of 3 
November 1998 on the quality of water 
intended for human consumption3.
1 OJ L 186, 30.6.1989, p. 27.
2 OJ l 229, 30.8.1980, p. 1.
3 OJ L 330, 5.12.1998, p. 32.

Justification

It must be made quite clear that existing Community legislation on particular foodstuffs 
remains in force.

Amendment 7
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Article 1, paragraph 4

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

deleted

Amendment 8
Article 2, introductory part

For the purposes of this Regulation, the 
definitions of “food”, “food business 
operator”, “placing on the market”, and 
“final consumer” set out in Articles 2, 3(3), 
3(8) and 3(18) of Regulation (EC) No 
178/2002 of the European Parliament and 
of the Council shall apply.

For the purposes of this regulation:

(a) the definitions of “food”, “food 
business operator”, “placing on the 
market”, and “final consumer” set out in 
Articles 2, 3(3), 3(8) and 3(18) of 
Regulation (EC) No 178/2002 of the 
European Parliament and of the Council1
shall apply;

(b) the definition of "food supplement" 
set out in Directive 2002/46/EC of the 
European Parliament and of the Council 
of 10 June 2002 on the approximation of 
the laws of the Member States relating to 
food supplements1 and the definitions of 
"nutrition labelling", "protein", 
"carbohydrate", "sugars", "fat", 
"saturates, "monounsaturates", 
"polyunsaturates" and "fibre" set out in 
Council Directive 90/496/EEC shall 
apply; 
(c) the definition of "labelling" set out in 
Article 1(3)(a) of Directive 2000/13/EC of 
the European Parliament and of the 
Council of 20 March 2000 on the 
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approximation of the laws of the Member 
States relating to the labelling, 
presentation and advertising of 
foodstuffs2 shall also apply..
1 OJ L 183, 12.7.2002, p. 51.
2 OJ L 109, 6.5.2000, p. 29.

Justification

All the definitions set out in European foodstuffs legislation continue to apply.

Amendment 9
Article 2, point 8

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

(8) “average consumer” means the 
consumer who is properly informed and 
reasonably observant and circumspect. 
When a nutrition or health claim targets a 
particular group, the average member of 
that group needs to be taken into account.

Justification

To ensure protection for certain consumer groups such as children, the elderly and other 
particularly vulnerable groups.

Amendment 10
Article 3, subparagraph 2, point (a)

(a) be false or misleading; (a) be false, ambiguous or misleading;

Amendment 11
Article 3, subparagraph 2, point (c)

c) state or imply that a balanced and varied 
diet cannot provide appropriate quantities 
of nutrients in general;

(c) state or imply that a balanced and 
varied diet cannot provide appropriate 
quantities of nutrients in general; national 
authorities may provide for exceptions in 
accordance with Article 21;
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Justification

In response to the need to enable each Member State to tackle any nutritional deficiencies 
arising in specific areas and to respect the dietary habits in each Member State.

Amendment 12
Article 4, title

Restrictions on the use of nutrition and 
health claims

Conditions for the use of nutrition and 
health claims

Amendment 13
Article 4, paragraph 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, after consulting the 
Authority, 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:

The nutrient profiles for foods or certain 
categories of foods shall be established 
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) sugar - the contribution and importance of the 
food (or categories of foods) to the diet, 
with due account being taken of the 
dietary habits and consumption patterns 
in the various Member States;

(c) salt/sodium. - the overall nutritional composition of 
the food or categories of foods and the 
presence of nutrients scientifically proven 
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.

The nutrient profiles shall be based on 
scientific knowledge about diet, and 
nutrition and their relationship to health. In 
setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
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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.

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).

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).

Justification

The use of national profiles or similar systems in various countries has shown that such 
systems call for extensive consultation and take several years to develop. In the light of the 
experience gained, 18 months is too short a period and we are thus proposing 24 months.

It is extremely important for nutrient profiles to have a sound scientific basis. The opinion of 
the EFSA is therefore an essential prerequisite for the further development of nutrient 
profiles. In its opinion the EFSA should examine the contribution made by all the nutrients 
present in a specific food or category of foods and the role which each food or category of 
foods plays in the overall diet. 

Amendment 14
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 claims referring to the reduction 
of fat, saturated fatty acids, trans-fatty 
acids and sugars, salt/sodium, shall be 
allowed, without reference to the specific 
criterion for the nutrient for which the 
claim is made, provided they comply with 
the conditions laid down in this Regulation.

Amendment 15
Article 5, 1, point (a)

(a) the presence, absence or reduced 
content of the 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 of the 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;
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Justification

In keeping with Article 4.

Amendment 16
Article 5, paragraph 1, point (b)

(b) the substance for which the claim is 
made:

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

Justification

In keeping with Article 4.

Amendment 17
Article 5, paragraph 1, point (c) 

(c) where applicable, the 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;

Justification

In keeping with Article 4.

Amendment 18
Article 5, paragraph 1, point (d)

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

Justification

In keeping with Article 4.



PE 353.302v02-00 14/1 PR\553203EN.doc

EN

Amendment 19
Article 10, paragraph 2, introductory part

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

2. Health claims shall only be permitted if 
the following information is included in 
the labelling or, if no such labelling 
exists, in the presentation and advertising:

Justification

To ensure that the regulation also covers any products that do not bear a label.

Amendment 20
Article 11

Implied health claims Restrictions on the use of certain health
claims
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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 the 
rate or amount of weight loss;

(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 unless they are explicitly 
provided for by the authorisation referred 
to in Article 10(1) and Article 13(1):
(a) claims which make reference to 
general, non-specific benefits of the 
nutrient or food for overall good health 
and 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 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;
3. Claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities shall be allowed 
only if:
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(a) the claim in question has been made 
by an organisation recognised by national 
or Community authorities;
(b) there is a written agreement between 
the two parties;

(c) details of the main points of the 
recommendation are published in a 
readily accessible form (for example on 
the websites of the companies and 
recognised organisations).
4. Where appropriate, the Commission, 
having first consulted the Authority, the 
food industry and consumers, shall 
publish detailed guidelines for the 
implementation of paragraph 2.

Justification

This regulation covers health and nutrition claims that have been scientifically proven and 
have been assessed by the EFSA.

Given the wide variety of foods available, it is unlikely that just one food will be the single 
source of a nutrient or an essential ingredient. Accordingly, claims that health will be affected 
by the failure to consume a specific food should be considered misleading for consumers.

Claims which make reference to general benefits for psychological and behavioural functions 
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 should be authorised in accordance with 
Articles 10(1) and 13(1).

Research is currently of the utmost importance and banning claims that can be scientifically 
proven would undermine both the efforts to meet the Union's scientific objectives and the 
European food industry's ability to innovate. It would also deprive European consumers of 
healthy alternatives that would enhance their diets.

It is common practice in some Member States for doctors or other health professionals, or 
their professional associations or charities to endorse specific claims. This practice could be 
permitted in the EU provided that such professionals and/or organisations satisfy the 
following criteria:
1. the professionals and/or organisations must be recognised by the national competent 
authorities;
2. there is a written agreement between the parties;
3. details of the recommendation are available to the general public.
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Amendment 21
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. 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 without undergoing the 
authorisation procedure referred to in 
Articles 14 to 17 if they are included in the 
list provided for in paragraph 2a.

Justification

To clarify the fact that this type of claim is not subject to the authorisation procedure (Arts. 
14-17), but simply to notification.

Amendment 22
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 claims 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]
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 
Member State. 

Amendment 23
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Article 12, paragraph 2 a (new)

2a. 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 and all necessary 
conditions for the use of these claims by 
… at the latest [last day of the month of 
adoption of this Regulation + 3 years].

Justification

To clarify the fact that a claim must be used in a specific context.

Amendment 24
Article 12, paragraph 2 b (new)

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

Justification

The EFSA should be consulted.

Amendment 25
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 

deleted
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measures as referred to in Article 22.

Justification

See addition to Article 26.

Amendment 26
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), an application shall be 
submitted in accordance with the 
following paragraphs.

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;
(b) hall 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.

Amendment 27
Article 14, paragraph 1 a (new)

1a. The application shall be sent to the 
national competent authority of a Member 
State.
(a) The national competent authority:
(i) 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;
(ii) shall inform without delay the 
Authority; and
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(iii) shall make the application and any 
supplementary information supplied by 
the applicant available to the Authority.
(b) The Authority:
(i) 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;
(ii) shall make the summary of the dossier 
referred to in paragraph 2(f) available to 
the public.

Justification

The amendment sets out the authorisation procedure in greater detail and seeks to highlight 
the difficulties experienced by SMEs unable to translate the claim into the various languages. 
It is up to the Commission to put forward proposals to this end. 

Amendment 28
Article 14, paragraph 2, point (b)

(b) the food or the category of food in 
respect of which the health 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 the health claim is to be made and 
its particular characteristics;

Justification

The amendment sets out the authorisation procedure in greater detail and seeks to highlight 
the difficulties experienced by SMEs unable to translate the claim into the various languages. 
It is up to the Commission to put forward proposals to this end. 

Amendment 29
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) 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; special illustrative measures for 
SMEs may be adopted under the 
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procedure referred to in Article 23(2);

Amendment 30
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 identify 
and publish detailed guidance to assist 
applicants in the preparation and the 
presentation of applications.

Amendment 31
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 
endeavour to respect a time limit of six
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.

Amendment 32
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 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.

Amendment 33
Article 19

Data protection Confidentiality, data protection and 
respect for acquired rights

(a) Confidentiality
1. The authorisation-holder may indicate 
which information submitted under this 
Regulation he wishes to be treated as 
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confidential on the ground that its 
disclosure might significantly harm his 
competitive position. Verifiable reasons 
must be given in such cases. 
2. The Commission shall determine, after 
consulting the applicant, which 
information other than that specified in 
paragraph 3 should be kept confidential, 
and shall inform the applicant of its 
decision.
3. The following information shall not be 
considered confidential:
(i) the name and essential characteristics 
of the food that confers its health-related 
properties;
(ii) the conclusions of the studies, 
performed on in vitro models, animals 
and humans, as appropriate, of relevance 
to the evaluation of the effects of the food 
and its components on human nutrition 
and health;
(iii) such methods for detection or 
quantification of key characteristics of the 
food or its components as may be needed 
for official control.
4. Notwithstanding paragraph 2, the 
Authority shall, on request, supply the 
Commission and 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 handling 
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 
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information to be made public in order to 
protect human health. Member States 
shall handle applications for access to 
documents received under this Regulation 
in accordance with Article 5 of 
Regulation (EC) No 1049/2001.
7. If an applicant withdraws or has 
withdrawn an application, the Member 
States, the Commission and the Authority 
shall respect the confidentiality of 
commercial and industrial information, 
including research and development 
information, as well as information as to 
the confidentiality of which the 
Commission and the applicant disagree.
(b) Data protection

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 scientific data and other information 
in the application dossier required under 
Article 10, and which are protected under 
Article 19, may not be used for the benefit 
of another applicant for a period of seven 
years from the date of authorisation, unless 
the other applicant has agreed with the 
previous applicant that such data and 
information may be used.

(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,

2. On expiry of the seven-year period, the 
findings of all or part of the evaluations 
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 another 
applicant.

(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.

(c) Respect for acquired rights

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

1 OJ L 145, 31.5.2001, p. 43.

Justification

In order to encourage investment in research, promote innovation and ensure fair 
competition, adequate data protection is indispensable. Applicants should be able, subject to 
the provision of verifiable reasons and in agreement with the Commission, to indicate which 
information should be kept confidential on the grounds that its disclosure could significantly 
undermine their competitive position. If an applicant withdraws his application, the Member 
States, the Commission and the Authority should maintain the confidentiality of the 
commercial and industrial information supplied. The use of scientific data and other 
information contained in the application and protected under Article 19 should not be 
divulged to another applicant for a period of seven years, unless the previous applicant has 
given his authorisation for this to be done. 

Amendment 34
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 labelled 
prior to the date of entry into force of this 
Regulation and which do not comply with 
this Regulation may be marketed until [last 
day of the eleventh month following 
application] or the end of their shelf life, 
which ever is longer.
From the date of entry into force of this 
Regulation until the adoption of the list 
referred to in Article 12(2a), health claims 
as referred to in Article 12(1) may be 
made under the responsibility of food 



PR\553203EN.doc 25/1 PE 353.302v02-00

EN

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.
Health claims other than those referred to 
in Article 12(1), that are used in 
compliance with existing provisions, for 
foods, categories of foods or food 
constituents at the time this Regulation 
enters into force, may continue to be used 
provided an application is made pursuant 
to Article 14 within twelve months of the 
date of entry into force of this Regulation 
and until six months after a final decision 
is taken pursuant to Article 16.

Justification

Provision should be made for an 18-month transitional period. The unrestricted sale of foods 
placed on the market prior to the regulation's entry into force should be permitted up until the 
end of their shelf lives, as has been the case with previous pieces of Community legislation. 
The article also provides for transitional measures for claims already legally placed on the 
market and which do not appear on the Community list referred to in Article 12, thus 
requiring specific approval. A period of several months may be necessary in order to change 
the labelling on the packaging and other component parts of food products. The time limits 
for implementation should take account of both products with a limited shelf life, for which 
packaging and other changes may take several months to make, and those with a long shelf 
life that have already been manufactured by the time the regulation is published.

Amendment 35
Annex, section entitled 'LOW ENERGY', paragraph 1 

A claim that a food is low in energy, and 
any claim likely to have the same meaning 
for the consumer, may only be made where 
the product contains less than 40 kcal (170 
kJ)/100g and less than 20kcal 
(80kJ)/100ml.

A claim that a food is low in energy, and 
any claim likely to have the same meaning 
for the consumer, may only be made where 
the product contains no more than 40 kcal 
(170 kJ)/100g (solids) and no more than 
20kcal (80kJ)/100ml (liquids) unless the 
food is a table-top sweetener.

Justification

Table-top sweeteners are formulated to be used in very small weight quantities by the 
consumer, far less than 100g or 100ml, for example in a small tablet for use in coffee. The 
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high sweetness intensity of table-top sweeteners makes measurements based on units of 100g 
or 100ml meaningless and misleading to the consumer. Whilst per-100g or per-100ml table-
top sweeteners may have a 'normal' carbohydrate and energy value of up to 400 kcal, a small 
tablet might only contain 0-2 kcal. A consumer could and would never consume this specific 
type of food in quantities of 100g or 100ml (this would in some cases be the equivalent of 
around 2 000 tablets of table-top sweeteners). We should therefore not refer to this 
measurement when talking about this food category. Table-top sweeteners are specifically 
designed to be low on energy and energy free and should be presented to the consumer as 
such (in many Member States table-top sweetener producers do indeed label their products 
both with a per-100g table and with a per-unit table, e.g. kcal per tablet, where it shows that 
each unit, which is what the consumer actually consumes, the kcal value is as low as 0-2). 
Therefore, it is perfectly legitimate that table–top sweeteners should carry the claim 'low 
energy', or in the case of tablets and liquid, 'energy free'.

Amendment 36
Annex, section entitled 'ENERGY FREE', paragraph 1

A claim that a food is energy-free, and any 
claim likely to have the same meaning for 
the consumer, may only be made where the 
product contains less than 4kcal 
(17kJ)/100ml.

A claim that a food is energy-free, and any 
claim likely to have the same meaning for 
the consumer, may only be made where the 
product contains no more than 4kcal 
(17kJ)/100ml (liquids) or no more than 
8kcal/100g (solids) unless the food is a 
table-top sweetener.

Justification

Table-top sweeteners are formulated to be used in very small weight quantities by the 
consumer, far less than 100g or 100ml, for example in a small tablet for use in coffee. The 
high sweetness intensity of table-top sweeteners makes measurements based on units of 100g 
or 100ml meaningless and misleading to the consumer. Whilst per-100g or per-100ml table-
top sweeteners may have a 'normal' carbohydrate and energy value of up to 400 kcal, a small 
tablet might only contain 0-2 kcal. A consumer could and would never consume this specific 
type of food in quantities of 100g or 100ml (this would in some cases be the equivalent of 
around 2 000 tablets of table-top sweeteners). We should therefore not refer to this 
measurement when talking about this food category. Table-top sweeteners are specifically 
designed to be low on energy and energy free and should be presented to the consumer as 
such (in many Member States table-top sweetener producers do indeed label their products 
both with a per-100g table and with a per-unit table, e.g. kcal per tablet, where it shows that 
each unit, which is what the consumer actually consumes, the kcal value is as low as 0-2). 
Therefore, it is perfectly legitimate that table–top sweeteners should carry the claim 'low 
energy', or in the case of tablets and liquid, 'energy free'.

Amendment 37
Annex, new section a after section entitled 'SATURATED FAT-FREE'
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HIGH UNSATURATED FAT
A claim that a food is high in unsaturated 
fat, and any claim likely to have the same 
meaning for the consumer, may only be 
made where at least 70% of the fatty acids 
present in the product derive from 
unsaturated fat.
In the case of foods naturally high in 
unsaturated fat, the term 'naturally' may 
be used as a prefix to this claim. 

Justification

This amendment is intended to add an additional type of claim, on the grounds of the dietary 
role now recognised in respect of fats, and to take account of the existence of considerable 
differences between fats in terms of quality and nutritional value. It is recognised that foods 
high in unsaturated fat have a beneficial impact on human nutrition, especially where they 
replace saturated or solid fats. It is therefore important to provide consumers with 
information on the quality of fats in addition to that already provided on their quantity.

Amendment 38
Annex, new section b after section entitled 'SATURATED FAT-FREE'

HIGH MONOUNSATURATED FAT
A claim that a food is high in 
monounsaturated fat, and any claim likely 
to have the same meaning for the 
consumer, may only be made where at 
least 45% of the fatty acids present in the 
product derive from monounsaturated fat.
In the case of foods naturally high in 
monounsaturated fat, the term 'naturally' 
may be used as a prefix to this claim.

Justification

This amendment is intended to add an additional type of claim, on the grounds of the dietary 
role now recognised in respect of fats. The recent WHO report acknowledges that when 
monounsaturated fat is substituted for saturated fat both total and LDL cholesterol are 
reduced. It is therefore important to provide consumers with information on the quality of fats 
in addition to that already provided on their quantity.

Amendment 39
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Annex, new section c after section entitled 'SATURATED FAT-FREE

HIGH POLYUNSATURATED FAT.

A claim that a food is high in 
polyunsaturated fat, and any claim likely 
to have the same meaning for the 
consumer, may only be made where at 
least 45% of the fatty acids present in the 
product derive from polyunsaturated fat.
In the case of foods naturally high in 
polyunsaturated fat, the term 'naturally' 
may be used as a prefix to this claim.

Justification

This amendment is intended to add an additional type of claim, on the grounds of the dietary 
role now recognised in respect of fats, and to take account of the existence of considerable 
differences between fats in terms of quality and nutritional value. It is therefore important to 
provide consumers with information on the quality of fats in addition to that already provided 
on their quantity. Consumption of polyunsaturated fat is promoted by many Member States' 
legislation and by the relevant codes of good practice. This suggests that the average level 
should be 45%.

Amendment 40
Annex, new section d after section entitled 'SATURATED FAT-FREE'

OMEGA 3 SOURCE
A claim that a food is a source of 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 is satisfied:
- a minimum alphalinoleic acid content of 
0.3 g per 100 g/100 ml of product;
- a minimum content of long-chain 
Omega 3 of 30 mg per 100 g/100 ml of 
product;
provided that at least 15% of the dietary 
recommendation of the WHO or regional 
or national authorities is satisfied by the 
average daily intake of the product.
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Justification

The WHO recommends increasing alphalinoleic acid intake. A large number of national and 
regional dietary guidelines recommend that we increase our intake of Omega 3 fatty acids.

Amendment 41
Annex, section entitled 'WITH NO ADDED SUGARS'

A claim stating that sugar has not been 
added to a food, and any claim likely to 
have the same meaning for the consumer, 
may only be made where the product does 
not contain any added mono- or 
disaccharides or any other food used for its 
sweetening properties.

A claim stating that sugar has not been 
added to a food, and any claim likely to 
have the same meaning for the consumer, 
may only be made where the product does 
not contain any added mono- or 
disaccharides or any other food used for its 
sweetening properties, with the exception 
of the sweeteners referred to in Directive 
94/35/EC.

Justification

To ensure consistency with other provisions.
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EXPLANATORY STATEMENT

Introduction

A healthy diet forms the basis for good health, which explains the growing interest being 
shown by consumers in the nutritional value of food. This is obliging the food industry to 
provide consumers with increasingly accurate and detailed information on the food they eat.

The implementation of a nutrition policy was one of the objectives the Commission put 
forward in its White Paper on Food Safety (COM(1999)0719). According to the White Paper, 
the Union's food policy should be built around high food safety standards which serve to 
protect and promote the health of the consumer. Such protection should not be confined to 
ensuring food safety but should also embrace the nutritional impact of food, since it has been 
scientifically proved that an appropriate and varied diet is an essential factor in good health 
and general well-being.

Commission proposal

In July 2003 the Commission submitted to Parliament and the Council a proposal for a 
regulation on health claims made on food. It covers optional claims about the nutritional value 
of foods or their beneficial effects on health or well-being.

The main objectives of the regulation on health claims are, firstly, to ensure consumer 
protection and food safety, and then to ensure the free movement of food products. The 
overall aim is to achieve the highest possible degree of health protection by ensuring that 
products are safe to eat and may be chosen on the basis of accurate information. As things 
currently stand, the information consumers require in order to make a choice is not always 
clear and readily-accessible.

By means of this regulation, the Commission is seeking to establish a new regulatory 
framework for nutrition and health claims, authorising:

• the use of nutrition claims, provided that they comply with the provisions set out in the 
annex containing a list of nutrition claims and specific conditions for the use thereof;

• the use of health claims, subject to an authorisation procedure.

The Commission is proposing to draw up under the comitology procedure specific nutrient 
profiles for foods or categories of foods and to adopt a Community list of health claims, 
describing the generally-accepted role of a nutrient or other substances, on the basis of 
proposals submitted by the Member States.

The role of the European Food Safety Agency (EFSA) will be enhanced through close 
involvement in the various stages and procedures in this process.
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Remarks on the amendments

Nutrient profiles

The first remark to be made concerns Article 4, on conditions governing, rather than 
restrictions on, the use of nutrition and health claims for foods or certain categories of foods. 
On the basis of this positive approach to the matter, nutrient profiles will be drawn up on the 
basis of the overall composition of a food and the nutrients that it contains. The aim is to 
encourage consumers (either the population in general or, where appropriate, specific 
population groups, including children) to eat a balanced diet. The direct references to content 
levels of nutrients such as fats, saturated fatty acids, trans-fatty acids, sugars and salt/sodium 
have been removed.

The Commission proposal provides for the establishment of nutrient profiles within a period 
of 18 months. Your rapporteur proposes a longer period of up to 24 months for the 
establishment of nutritional criteria. This should allow the EFSA more time to deliver its 
opinion after having consulted scientific experts. It is extremely important for the nutritional 
criteria to be drawn up on a sound scientific basis. Your rapporteur is willing to endorse the 
comitology procedure if Parliament is included in the process of consulting interested parties.

An effective strategy for helping consumers to choose a good diet in full knowledge of the 
facts is not one that classifies foods or categories thereof into 'good' and 'bad' food. It is 
generally accepted and scientifically agreed that there is no such thing as 'good' or 'bad' foods; 
there are only good or bad diets.

Health claims

Given that nutrition and health claims should be based on generally-accepted scientific 
knowledge and that the regulation also provides for an assessment by the EFSA, all claims 
that meet these general criteria should be permitted.

However, we consider it best to avoid over-general claims and that those referring to 
psychological functions and behaviour should be strictly regulated. However, where claims 
refer to cognitive functions, which are easier to assess objectively, a different approach is 
justifiable. At the same time, we should not be deterred by the difficulties involved in proving 
the effect of certain nutrients or other substances on behaviour. Research in this area is 
advancing, although in some cases not as quickly as we would like.

With respect to claims coming under Article 11, a distinction should be made between two 
situations. Some claims can lead consumers into dangerous situations - particularly by 
seriously disturbing the balance of their diets - and should not be permitted. Other claims, 
such as those referring to weight control, should be made subject to special authorisation. It 
would appear desirable to permit the use of scientifically-verifiable claims relating to the 
sense of satiety or reduction in the sense of hunger afforded by a given food. Obesity is fast 
becoming a major problem in modern-day societies, and we expect the Commission to submit 
a proposal for revision of Directive 96/8/EC at the earliest opportunity.



PE 353.302v02-00 32/1 PR\553203EN.doc

EN

Finally, claims referring to doctors' or other health professionals' opinions, or those of 
associations of various kinds,  should be permitted only on a restricted basis, i.e. where they 
refer, on the basis of common criteria, to associations that have been duly recognised (at least 
by the Member State concerned). Cooperation between health professionals and the 
competent authorities cannot but be of benefit to consumers.

Authorisation procedure

While we agree that there is a need for an authorisation procedure, we have reservations 
about:

- the fact that the time limits set, be it by the Commission or by the EFSA, will be for 
guidance only;
- the failure to make provision for data to be duly protected in cases where, for example, 
authorisation is refused;
- the role of the national authorities and their relationship with the EFSA.

In the interests of legal certainty and in order to ensure a rapid authorisation procedure, the 
time limits laid down should be short and mandatory, while keeping open the option of 
concluding agreements under which the data may be used in accordance with intellectual 
property legislation. Furthermore, if the EFSA is to have central responsibility for the 
procedure, it must be possible for applications to be filed at national level via the competent 
national authorities, so as to streamline the procedure, particularly for SMEs.

The annex

A number of new claims should be added to the annex, because they send out a clear and 
positive message to the food industry and will enable the regulation to be implemented more 
rapidly. Claims concerning Omega 3 fatty acids and unsaturated, monounsaturated and 
polyunsaturated fat have been added.

Conclusions

While the rapporteur cannot endorse all of the Commission's proposals, she does give the 
Commission credit for having submitted what is a much-needed and timely proposal. It must 
be remembered, however, that an intense debate was already held on the matter during the last 
parliamentary term and we are therefore not starting from scratch here. I should like to draw 
attention in this connection to the excellent work carried out by Mauro Nobilia as rapporteur 
for this proposal during the last parliamentary term. In the meantime, the Council has made a 
lot of progress in its discussions on the proposal, something which will in no way invalidate a 
strong EP position on the matter.


