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Amendment by Martin Callanan

Amendment 42

The European Parliament rejects the Commission proposal.

Or. en

Text proposed by the Commission Amendments by Parliament

Amendment by Anne Ferreira

Amendment 43
Recital -1 a (new)

(- 1a) It should be noted that a varied, 
balanced diet is a prerequisite for good 
health, that products taken separately are 
of relative importance as set against the 
diet as a whole and that diet is only one 
among many factors which influence the 
development of certain diseases in humans. 
Other factors such as age, genetic 
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predisposition, the level of physical activity, 
use of tobacco and other drugs, 
environmental exposure and stress can also 
play a role in triggering human diseases. 
These factors must all be taken into 
account in the recommendations drawn up 
by the European Union in the area of 
health.

Or. fr

Justification

The legislative text should begin with this reminder.

Amendment by John Bowis

Amendment 44
Recital 3 a (new)

(3a) This Regulation does not apply to 
simple messages, whether or not in 
commercial communications, related to 
campaigns by public health authorities to 
encourage healthy eating of particular 
foods, for example recommended numbers 
of portions of fruit, vegetables and oily fish.

Or. en

Justification

The Regulation should not ban communication of healthy eating messages in campaigns by 
national authorities and their representation in the labelling, advertising or presentation of 
foods. There are campaigns in Member States to promote the consumption of fruit and 
vegetables and oily fish, for example.

Amendment by Jules Maaten

Amendment 45
Recital 4 a (new)

(4a) Council Directive 89/398/EEC of 3 
May 1989 on the approximation of the laws 
of the Member States relating to foodstuffs 
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intended for particular nutritional uses lays 
down specific rules for the composition and 
labelling of foodstuffs for particular 
nutritional uses, notably with regard to the 
particular nutritional characteristics of 
such foodstuffs. As a result, a number of 
provisions of this Regulation will not be 
applicable to foodstuffs for particular 
nutritional uses. It is therefore necessary 
that nutrition and health claims specific to 
foods for particular nutritional uses are 
exempted from the provisions of this 
Regulation in so far as such claims are 
required to characterise the suitability of 
these products for their intended use.

Or. en

Justification

Foods for particular nutritional uses are foodstuffs which are intended for people with special 
nutritional needs. Certain areas of the proposed Regulation are not suitable for such foods. 
The proposed Recital intends to clarify Article 1(4) of the Regulation stating that it applies 
without prejudice to foods for particular nutritional uses.

Amendment by Phillip Whitehead, Linda McAvan

Amendment 46
Recital 5 a (new)

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

Or. en

Justification

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

Amendment 47
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 
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.

deleted

Or. de

Justification

Merely asserting the 'undesirable' effect of nutrition and health claims in a recital cannot 
justify 'nutrient profiles' and the further bans on nutrition and health claims in the 
Commission proposal. This applies in particular to the supposed justification of the total ban 
on nutrition and health claims in relation to beverages containing more than 1.2% by volume 
of alcohol.

In accordance with Article 6 of Regulation (EC) No 178/2002, adequate risk assessment and 
analysis - and not the mere statement of presumed links - is the precondition for food law 
standardisation. Without the requisite risk analysis, there can thus be no basis for the 
legislative approach involving 'nutrient profiles'.

Amendment by María del Pilar Ayuso González, Cristina Gutiérrez-Cortines, María Esther 
Herranz García

Amendment 48
Recital 6
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(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 
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.

(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 
products bearing claims. In this 
context, taking into account 
substances which appear in the 
nutrient profile of the product
should help to determine the claims 
that may be made about it.

Or. es

Justification

The possibility of informing consumers about the characteristics and properties of foodstuffs, 
including the possible consequences of ingesting them, provided that true and scientifically 
proven information is being disseminated, may be maintained and guaranteed without 
exception.

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard

Amendment 49
Recital 6 a (new)

(6a) Some foods may contain undesirable 
substances or contaminants, such as methyl 
mercury in tuna fish or PCB/dioxin in oily 
fish. Other foods may contain substances, 
such as caffeine or hormonal type 
substances, which are either under public 
scrutiny or under discussion in the 
scientific community. When considering 
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the appropriateness of making a claim on a 
product, consideration should also be given 
to whether this could result in increased 
consumption of any undesirable 
substances.

Or. en

Justification

Foods with undesirable high levels of contaminates or containing substances under public 
scrutiny should not be given a healthier image as this could lead to undesired higher 
consumption of these foods.

Amendment by Avril Doyle, Holger Krahmer, Miroslav Ouzký

Amendment 50
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.

deleted

Or. en



AM\555844EN.doc 7/189 PE 353.660v01-00

EN

Justification

Establishing objective and science based nutrient profiles may prove an impossible task, as 
the impact of a foodstuff on health is not determined by its nutritional composition but by its 
use. People eat meals, which are combinations of individual foods, not foods in isolation. 
Against this background any policies based on such profiles are likely to be incoherent and 
lead to arbitrary decisions. Additionally, nutrient profiles will not serve any purpose from a 
health educational point of view.

Amendment by Renate Sommer

Amendment 51
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 
should take into account the content of all 
the different nutrients and substances with a 
nutritional or physiological effect. 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 European Food 
Safety Authority.

Or. de

Justification

The establishment of nutrient profiles is a scientific exercise and should consequently be  
undertaken by EFSA exclusively. These nutrient profiles should be recognised by the 
Commission. Nutrient profiles should not be reduced to the sugar, salt and fat content of the 
food in question.
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Amendment by Dorette Corbey

Amendment 52
Recital 7 a (new)

(7a) Consumers increasingly need reliable 
and objective information about the quality 
of the food which they consume. With the 
aid of nutrient profiles it is possible to 
produce a quality designation which gives 
consumers information about the sugars, 
sodium/salt, saturated fats, trans-fatty acids 
and other nutrients (vitamins, minerals and 
fibres) contained in food. This quality 
designation is an important instrument in 
the battle against degenerative diseases 
such as cardiovascular diseases and 
cancer. 

Or. nl

Amendment by Hiltrud Breyer, Jillian Evans

Amendment 53
Recital 9

(9) In order to ensure that the claims made 
are truthful, it is necessary that the substance 
that is the subject of the claim is present in 
the final product in quantities that are 
sufficient, or that the substance is absent or 
present in suitably reduced quantities, to 
produce the nutritional or physiological 
effect claimed. The substance should also be 
available to be used by the body. In addition, 
a significant amount of the substance 
producing the claimed nutritional or 
physiological effect should be provided by a 
quantity of the food that can reasonably be 
expected to be consumed.

(9) In order to ensure that the claims made 
are truthful, it is necessary that the substance 
that is the subject of the claim is present in 
the final product in quantities that are 
sufficient, or that the substance is absent or 
present in suitably reduced quantities, to 
produce the nutritional or physiological 
effect claimed. The substance should also be 
available to be used by the body. In addition, 
a significant amount of the substance 
producing the claimed nutritional or 
physiological effect should be provided by a 
quantity of the food that can reasonably be 
expected to be consumed. Standard values 
of the active substances taking into account 
seasonal or processing variations should be 
the basis for any content declaration. 
Harmonised testing methods must be 
available to guarantee comparable testing 
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results. 

Or. en

Justification

It is necessary to base any content declaration on both harmonised testing methods and 
average active substance values to avoid any misinterpretation of result leading to misleading 
consumer information.

Amendment by Françoise Grossetête

Amendment 54
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. This scientific substantiation 
should be proportional to the nature of the 
benefits offered by the product. 

Or. fr

Justification

The general principles adopted by the Regulation setting up the European Food Safety 
Authority mean that we need to establish proportionality levels in terms of the claimed nature 
of the product: the level of scientific substantiation required for a claim of reduced risk of 
illness would therefore be higher than that required for a functional claim.

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard, 
Dimitrios Papadimoulis

Amendment 55
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 must 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.

Or. en
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Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard and 
Dimitrios Papadimoulis

Amendment 56
Recital 12

(12) Given the positive image conferred to 
foods bearing nutrition and health claims 
and the potential impact these foods may 
have on dietary habits and overall nutrient 
intakes, the consumer should be able to 
evaluate their global nutritional quality. 
Therefore, nutrition labelling should be 
compulsory and should be extensive on all 
foods bearing health claims.

(12) Given the positive image conferred to 
foods bearing nutrition and health claims 
and the potential impact these foods may 
have on dietary habits and overall nutrient 
intakes, the consumer should be able to 
evaluate their global nutritional quality. 
Therefore, nutrition labelling should be 
compulsory and should be extensive on all 
foods bearing nutrition and/or health 
claims.

Or. en

Justification

Nutritional labelling is equally important for nutrition and health claims

Amendment by Anne Ferreira

Amendment 57
Recital 13

(13) A list of permitted nutrition claims and 
their specific conditions of use should also 
be created based on the conditions for the 
use of such claims that have been agreed at 
national or international level and laid down 
in Community legislation. That list should 
be regularly updated. Furthermore, for 
comparative claims it is necessary that the 
products being compared should be clearly 
identified to the final consumer.

(13) A list of permitted nutrition claims and 
their specific conditions of use should also 
be created based on the conditions for the 
use of such claims that have been agreed at 
national or international level and laid down 
in Community legislation. That list shall be 
regularly updated, in order to take account 
of developments in science, knowledge and 
techniques. Furthermore, for comparative 
claims it is necessary that the products being 
compared should be clearly identified to the 
final consumer.

Or. fr
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Justification

The list of nutritional claims needs to be adapted to ongoing scientific and technical 
development, so that this list takes the best possible account, with the least time lag, of all new 
knowledge and techniques.

Amendment by Renate Sommer

Amendment 58
Recital 15

(15) There are many factors, other than 
dietary ones, that can influence 
psychological and behavioural functions. 
Communication on these functions is thus 
very complex and it is difficult to convey a 
comprehensive, truthful and meaningful 
message in a short claim to be used in the 
labelling and advertising of foods. 
Therefore, it is appropriate to prohibit the 
use of psychological and behavioural claims.

(15) There are many factors, other than 
dietary ones, that can influence 
psychological and behavioural functions. 
Communication on these functions is thus 
very complex and it is difficult to convey a 
comprehensive, truthful and meaningful 
message in a short claim to be used in the 
labelling and advertising of foods. Therefore 
it is appropriate, when using psychological 
and behavioural claims, to require scientific 
proof.

Or. de

Justification

The yardstick against which claims are assessed must be scientific evidence.

Amendment by Renate Sommer

Amendment 59
Recital 16

(16) Commission Directive 96/8/EC of 26 
February 1996 on foods intended for use in 
energy-restricted diets for weight reduction 
[17] 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, or to a reduction in the sense 
of hunger or an increase in the sense of 
satiety. A growing number of foods not 
specifically designed for weight control are 

(16) Commission Directive 96/8/EC of 26 
February 1996 on foods intended for use in 
energy-restricted diets for weight reduction 
[17] 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, or to a reduction in the sense 
of hunger or an increase in the sense of 
satiety. A growing number of foods not 
specifically designed for weight control are 
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marketed with the use of the such references 
and reference to the product’s ability to 
reduce the available energy from the diet. It 
is therefore appropriate to prohibit
references to such properties in respect of 
all foods.

marketed with the use of the such references 
and reference to the product’s ability to 
reduce the available energy from the diet. It 
is therefore appropriate to allow references 
to such properties only when there is 
sufficient scientific basis for them.

Or. de

Justification

See justification for Article 11(1).

Amendment by Hiltrud Breyer, Jillian Evans, Kartika Tamara Liotard, Phillip Whitehead, 
Linda McAvan

Amendment 60
Recital 17

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

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

Or. en

Justification

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

Amendment by Renate Sommer

Amendment 61
Recital 17

(17) Health claims that describe the roles of 
nutrients or other substances in growth, 
development and normal physiological 

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

functions of the body, based on long-
established and non-controversial science, 
should undergo a different type of 
assessment. It is therefore necessary to adopt 
a list of permitted claims describing the role 
of a nutrient or other substance.

Or. de

Justification

See justification for Article 10(1).

Amendment by John Bowis

Amendment 62
Recital 17

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

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

Or. en

Justification

The amendment seeks to clarify this point.

Amendment by Hiltrud Breyer, Jillian Evans, Kartika Tamara Liotard

Amendment 63
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 

(19) A varied and balanced diet, taking into 
account the different dietary habits, 
traditional products and gastronomic 
cultures existing in the Member States and 
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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.

their regions, 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.

Or. en

Justification

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

Amendment by María del Pilar Ayuso González, Cristina Gutiérrez-Cortines, María Esther 
Herranz García

Amendment 64
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, a 
prerequisite for good health, must 
take into account the specific food 
habits of each Member State, its 
regions and provinces. Cultural 
differences in gastronomy and 
traditional products should be 
preserved and be included among 
the essential conditions for good 
health. Each product has 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 
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human diseases. Specific labelling 
requirements should therefore apply 
in respect of claims relating to the 
reduction of a disease risk.

Or. es

Justification

The aim is to safeguard the production and distribution of typical products essential for the 
good health of individuals.

Amendment by Anne Ferreira

Amendment 65
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 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. 

Or. fr

Justification

Amendment necessary for the sake of consistency with the amendments to Articles 2 and 13.

Amendment by Holger Krahmer

Amendment 66
Recital 20
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(20) In order to ensure that health claims 
are truthful, clear, reliable and useful to 
the consumer in choosing a healthy diet, 
the wording and the presentation of health 
claims should be taken into account in the 
opinion of the Authority and in the 
subsequent authorisation procedure.

deleted

Or. de

Justification

In this recital the Commission is seeking to justify the checks on the wording of health claims 
by the European Food Safety Authority (EFSA). The EFSA is only responsible for scientific 
evaluation, however, and has no expertise in communication. Moreover, neither the EFSA nor 
the applicants would be capable of assessing the corresponding texts in all the Community 
languages.

Amendment by Hiltrud Breyer, Jillian Evans, Kartika Tamara Liotard

Amendment 67
Recital 20

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

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

Or. en

Justification

It is necessary to strengthen clarify that EFSA opinion must be considered. Consumers might 
perceive the meaning of a claim differently from the intention of scientists and/or industry. It 
is therefore important to introduce a consumer panel in the authorisation procedure.
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Amendment by Frédérique Ries

Amendment 68
Recital 20

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

(20) In order to ensure that health claims are 
truthful, clear, reliable and useful to the 
consumer in choosing a healthy diet, the 
wording and the presentation of health 
claims must be taken into account in the 
opinion of the Authority and in the 
subsequent authorisation procedure. The 
authorisation procedure should take 
account of the opinion returned by 
consumer groups recognised at European 
or national level, who have the remit of 
assessing perception and comprehensibility 
of the claims.

Or. fr

Justification

Consumers may not perceive the significance of a given claim as the scientists and/or the 
industry intended. It is therefore important to take due account of the opinion returned by the 
consumer groups within the authorisation procedure.

Amendment by Renate Sommer

Amendment 69
Recital 20

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

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

Or. de

Justification

The EFSA is only responsible for scientific evaluation and in its opinion should scrutinise the 
precise content, rather than the wording.
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Amendment by Renate Sommer

Amendment 70
Recital 21

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

(21) In some cases, scientific risk 
assessment alone cannot provide all the 
information on which a risk management 
decision should be based.

Or. de

Justification

See justification for Article 16(1).

Amendment by Renate Sommer

Amendment 71
Recital 22

(22) For the sake of transparency and in 
order to avoid multiple applications in 
respect of claims, which have already been 
assessed, a Register of such claims should 
be established.

(22) For the sake of transparency a Register 
of such claims should be established.

Or. de

Justification

It is not a question of drawing up a ‘blacklist’ of wordings, since scientific evaluation of the 
information is the decisive factor.

Amendment by Hiltrud Breyer, Jillian Evans

Amendment 72
Recital 24

(24) In order to stimulate research and 
development within the agri-food industry, it 

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

is appropriate to protect the investment made 
by innovators in gathering the information 
and data supporting an application under this 
Regulation. This protection should however 
be limited in time in order to avoid the 
unnecessary repetition of studies and trials. 
While it is necessary to protect the 
investments made by the innovator it is 
important to open the non-confidential 
parts to public scrutiny. 

Or. en

Justification

Similar to the recently adopted GMO food and feed legislation, the public should have the 
opportunity to access the dossiers for a defined period of time, respecting however the 
necessary level of confidentiality.

Amendment by Françoise Grossetête

Amendment 73
Recital 24 a (new)

(24a) SMEs should be given special aid for 
drawing up the dossiers, and to cover costs 
arising from this centralised assessment.

Or. fr

Justification

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

Amendment by Hiltrud Breyer, Jillian Evans

Amendment 74
Recital 25

(25) Given the particular nature of foods 
bearing claims, additional means to those 
usually available to monitoring bodies 
should be available in order to facilitate 
efficient monitoring of those products.

(25) Given the particular nature of foods 
bearing claims, additional means to those 
usually available to monitoring bodies such 
as the mandatory notification of claims
should be available in order to facilitate 
efficient monitoring of those products.
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Or. en

Justification

Monitoring the use of health claims is extremely important. Mandatory notification of health 
claims could best help national governments to look for the correct use of these claims and to 
monitor possible health impact on the population.

Amendment by Françoise Grossetête, Renate Sommer

Amendment 75
Recital 29 a (new)

(29a) A general information campaign on 
nutrition issues and the importance of 
acquiring healthy eating habits should be 
developed in a timely fashion.

Or. fr

Justification

Obesity is becoming a major problem in the European Union. A general campaign on eating 
habits should therefore be launched in parallel with the introduction of this regulation, to 
raise the awareness of the public.

Amendment by Evangelia Tzampazi

Amendment 76
Article 1, paragraph 2

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

2. This Regulation shall apply to nutrition 
and health claims in the labelling, 
presentation and advertising of foods to be 
delivered as such for individual or mass 
consumption. This Regulation shall not 
apply to fruit and vegetables.

Or. el
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Justification

Fruit and vegetables should be exempt from the scope of the Regulation because they are the 
most important features of a healthy diet and their beneficial effect on health is obvious. 
Authorisation should not, therefore, be required for health claims relating to these products.

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard, Jules 
Maaten, Dimitrios Papadimoulis

Amendment 77
Article 1, paragraph 2

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

2. This Regulation shall apply to nutrition 
and health claims, including all branding 
and presentational aspects that could imply 
a nutrition or health claim, labelling, 
presentation and advertising of foods to be 
delivered as such to the final consumer. It 
shall also apply to foods intended for supply 
to restaurants, hospitals, schools, canteens 
and similar mass caterers.

Or. en

Justification

Promoting public health is also one of the objectives with this Regulation. Brand names can 
equally transfer both nutritional and health messages to consumers. To avoid misleading 
consumers they therefore need to be included into the scope of the legislation. Brand names 
like "The Food Doctor" are clearly misleading the consumer. Other presentational aspects, 
like packaging, should also be included in order to protect the consumers and to clarify the 
scope of the regulation.

Amendment by Renate Sommer and Peter Liese

Amendment 78
Article 1, paragraph 2

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

2. This Regulation shall apply to nutrition 
and health claims in the labelling, 
presentation and advertising of foods to be 
delivered as such to the final consumer. It 
shall also apply to foods intended for supply 
to restaurants, hospitals, schools, canteens 
and similar mass caterers.
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It shall not, however, apply to foods which 
are presented and sold loose, i.e. without 
packaging, and shall not apply to fruit and 
vegetables (fresh produce).

Or. de

Justification

Small businesses, such as bakeries, which make their products themselves and sell them 
directly out of their own premises should be removed from the scope of this regulation.

Amendment by Avril Doyle, Urszula Krupa, María del Pilar Ayuso González, Cristina 
Gutiérrez-Cortines

Amendment 79
Article 1, paragraph 2

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

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

Or. en

Amendment by Françoise Grossetête

Amendment 80
Article 1, paragraph 2

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

2. This Regulation shall apply to nutrition 
and health claims in the labelling, 
presentation and advertising of foods to be 
delivered as such to the final consumer, with 
the exception of action covered by Council 
Regulation 2826/2000 of 19 December 
2000 on information and promotion actions 
for agricultural products on the internal 
market1. It shall also apply to foods intended 
for supply to restaurants, hospitals, schools, 
canteens and similar mass caterers.
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(1) OJ L 328, 23.12.2000, p. 2. Regulation 
amended by Regulation (EC) No 2060/2004 
(OJ L 357, 2.12.2004, p. 3).

Or. fr

Justification

The wording of the present text is ambiguous, and could lead readers to think that publicity 
also involves the promotion of agricultural products, given that there are European and 
national policies supporting information and generic promotion of agricultural products 
under the control of the Community authorities, which should be preserved, in the consumer’s 
own interest.

Amendment by Adriana Poli Bortone

Amendment 81
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 of it;
- 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;
- Council Regulation (EC) No 1493/1999 of 
17 May 1999 on the common organisation 
of the market in wines;
- Council Regulation (EEC) No 1601/91 of 
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10 June 1991, laying down general rules on 
the definition, description and presentation 
of aromatised wines, aromatised wine-
based drinks and aromatised wine-product 
cocktails;
- Council Regulation (EEC) No 1576/89 of 
29 May 1989, laying down general rules on 
the definition, description and presentation 
of spirit drinks;
- Commission Regulation (EC) No 94/2002 
laying down detailed rules for applying 
Council Regulation (CE) No 2826/2000 on 
information and promotion actions for 
agricultural products on the internal 
market.
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.

Or. xm

Justification

Wines, aromatised wines and spirit drinks are already subject to specific Community 
provisions governing their labelling, designation and presentation, as well as promotion and 
information. More precisely these are regulations 1493/1999, 1601/91, 1576/1989, 753/2002, 
94/2002 and 2826/2000.

This specific Community legislation guarantees the protection and transparency of the market 
as well as the free movement of the products, since it includes effective provisions for 
attaining the objectives of the proposal under consideration, namely to guarantee a high level 
of consumer protection, facilitate the free movement of products on the internal market, 
enhance legal security for economic agents, guarantee fair competition and promote and 
protect innovation in the field of foodstuffs, to which this proposal refers.

Amendment by Hiltrud Breyer, Jillian Evans, Kartika Tamara Liotard, Dimitrios 
Papadimoulis

Amendment 82
Article 1, paragraph 3 a (new)

3.a This Regulation shall apply without 
prejudice to the following Community 
provisions:
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- Council Directive 89/398/EEC of 3 May 
1989 on the approximation of the laws of 
the Member States relating to foodstuffs 
intended for particular nutritional uses1 

and the directives adopted on the basis 
thereof;
- Council Directive 80/777/EEC 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.

Or. en

Justification

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

Amendment by María del Pilar Ayuso González, Cristina Gutiérrez-Cortines

Amendment 83
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.

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

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 water1;
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 uses;2;
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Council Regulation (EEC) No 1576/89 of 
29 May 1989, laying down general rules on 
the definition, description and presentation 
of spirit drinks3;
Council Regulation (EEC) No 1601/91 of 
10 June 1991, laying down general rules on 
the description and presentation of 
aromatised wines, aromatised wine-based 
drinks and aromatised wine-product 
cocktails4;
Council Regulation (EC) No 2991/94 of 5 
December 1994, laying down standards for 
spreadable fats5;
Council Regulation(EC) No 2597/97 of 18 
December 1997 laying down additional 
rules on the common organization of the 
market in milk and milk products for 
drinking milk6;
Council Regulation(EC) No 1493/1999 of 
17 May 1999 on the common organisation 
of the market in wines7, and Commission 
Regulation (EC) No 753/2002 of 29 April 
2002 laying down certain rules for applying 
Council Regulation (EC) No 1493/19998;
Council Regulation (EC) No 2826/2000 of 
19 December 2000, on information and 
promotion actions for agricultural products 
on the internal market9, and Commission 
Regulation (EC) No 94/2002 of 18 January 
2002 laying down detailed rules for its 
application10;
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 
supplements 11.
____________________
1 OJ L 229, 30.8.1980, p. 1.
2 OJ L 186, 30.6.1989, p. 27.
3 OJ L 160, 12.6.1989, p. 1.
4 OJ L 149, 14.6.1991, p. 1.
5 OJ L 316, 9.12.1994, p. 2.
6 OJ L 351, 23.12.1997, p. 13.
7 OJ L 179, 14.7.1999, p. 1.
8 OJ L 118, 4.5.2002, p. 1.
9 OJ L 328, 23.12.2000, p. 2.
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10 OJ L 17, 19.1.2002, p. 20.
11 OJ L 183, 12.7.2002, p. 51.

Or. es

Justification

In its explanatory memorandum the Commission argues that the absence of specific 
provisions at European level is one of the reasons why a new Regulation should be drawn up, 
taking into account the numerous claims appearing on the labelling of foodstuffs. This is 
tantamount to acknowledging that  the proposal is not justified in cases where specific 
provisions exist. It is obvious that there is no justification for regulating what has already 
been regulated, a principle to which this amendment is a response, expanding what is already 
envisaged in the text of the proposal.

Amendment by Françoise Grossetête

Amendment 84
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.

4. This Regulation shall apply without 
prejudice to specific provisions laid down by 
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.

  
(1) OJ L 183, 12.7.2002, p. 51.

Or. fr

Justification

The amendment avoids superimposing new legislation on laws already in existence for this 
category of product.

Amendment by Renate Sommer, Avril Doyle, Hiltrud Breyer, Jillian Evans, Margrete Auken, 
Kartika Tamara Liotard

Amendment 85
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.

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

Or. en

Justification

To avoid any uncertainty on whether food supplements are included in the scope of this 
Regulation, food supplements should specifically be mentioned in Article 1.4.

Amendment by John Bowis

Amendment 86
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.

4. This Regulation shall apply without 
prejudice to specific provisions concerning 
foods for particular nutritional uses as laid 
down in Council Directive 89/398/EEC1

and its implementing Directives.
1 OJ L 186, 30.6.1989, p. 27.

Or. en

Justification

It must be clear that existing community legislation on particular foodstuffs remains in force. 
This is to ensure that foodstuffs for particular medical use (for example, to treat both in-
patient and out-patients) can continue to be used.

Amendment by María Esther Herranz García

Amendment 87
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.

4. This Regulation shall apply without 
prejudice to specific provisions concerning 
foods for particular nutritional uses laid 
down in Community legislation and 
concerning the description, labelling and 
presentation of traditional products as laid 
down inter alia in Regulations (EEC) 
Nos 1576/891 and 1601/912, and 
Regulations (EC) Nos 1493/19993 and 
753/20024, as well as promotion and 
information pertaining thereto 
(Regulations (EC) Nos 2826/2000 and 
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94/20025).
  

(1) Council Regulation (EEC) No 1576/89 
of 29 May 1989, laying down general rules 
on the definition, description and 
presentation of spirit drinks (OJ L 160, 
12.6.1989, p. 1). Regulation last amended 
by Regulation (EC) No 1882/2003 of the 
European Parliament and of the Council 
(OJ L 284, 31.12.2003, p.1).
(2) Council Regulation (EEC) No 1601/92 
of 15 June 1992 concerning specific 
measures for the Canary Islands with 
regard to certain agricultural products as 
regards the structural measures (OJ L 149, 
14.6.1991, p. 1). Regulation last amended 
by Regulation (EC) No 1882/2003.
(3) Council Regulation(EC) No 1493/1999 
of 17 May 1999 on the common 
organisation of the market in wines (OJ L 
179, 14.7.1999, p. 1). Regulation last 
amended by Commission Regulation (EC)
No 1795/2003 (OJ L 262, 14.10.2003, 
p. 13).
(4) Commission Regulation (EC) No 
753/2002 of 29 April 2002 laying down 
certain rules for applying Council 
Regulation (EC) No 1493/1999 as regards 
the description, designation, presentation 
and protection of certain wine sector 
products (OJ L 118, 4.5.2002, p. 1). 
Regulation last amended by Regulation 
(EC) No 1991/2004 (OJ L 344, 20.11.2004, 
p. 9).
(5) Commission Regulation (EC) No 
94/2002 of 18 January 2002 laying down 
detailed rules for applying Council 
Regulation (EC) No 2826/2000 on 
information and promotion actions for 
agricultural products on the internal 
market. Regulation last amended by 
Regulation (EC) No 1803/2004 (OJ L 318, 
19.10.2004, p. 4).

Or. fr

Justification
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In its explanatory memorandum the Commission argues that the absence of specific 
provisions at European level is one of the main reasons why a new regulation should be 
drawn up, given the numerous claims appearing on the labelling of foodstuffs. There is no 
justification for regulating what has already been regulated, a principle to which this 
amendment is a response.

For example, wines, aromatised wines and spirit drinks are already the subject of specific 
Community provisions regulating labelling, description, presentation, promotional activities 
and information. The regulations in question are Regulations 1493/1999, 1601/91, 
1576/1989, 753/2002, 94/2002 and 2826/2000.

This specific Community legislation ensures protection, market transparency and the freedom 
of movement of these products, efficiently covering the objectives of the proposed new 
regulation, i.e. providing a high level of consumer protection, improving the circulation of 
products within the internal market, increasing the legal security of economic operators, 
guaranteeing fair competition, and promoting and protecting innovation in the area of the 
foods which are the subject of this proposal for a regulation.

Amendment by Avril Doyle

Amendment 88
Article 1, paragraph 4 a (new)

4a. Where a product clearly falls within the 
definition of a food or is a food supplement, 
and the claim made for that product 
complies with this Regulation, Directive 
2001/83/EC of the European Parliament 
and of the Council of 6 November 2001 on 
the Community code relating to medicinal 
products for human use1 shall not apply.
1 OJ L 311, 28.11.2001, p. 67. 

Or. en

Justification

A food or food supplement which makes a claim relating to a person´s physiological function 
which fully complies with this regulation may nevertheless be adjudged by national 
authorities to be a medicine due to the recent amendment of Articles 1(2) and 2(2) of 
Directive 2001/83/EC, which gives pharmaceutical legislation precedence over food 
legislation. A company must be certain that when launching a product which fully complies 
with this regulation, it will not be challenged nationally under Directive 2001/83/EC.
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Amendment by Dagmar Roth-Behrendt

Amendment 89
Article 1, paragraph 4 a (new)

4a. This Regulation shall not apply to trade 
marks that comply with the provisions of 
Council Directive 89/104/EEC1 as amended 
(the trade mark Directive), and Council 
Regulation (EC) No 40/942 as amended (on 
the Community trade mark).
Any other type of commercial brand names 
(such as common law trade marks and 
trade names), the use of which may fall 
within the scope of this Regulation, shall 
not be subject to the conditions of this 
Regulation provided that, where the 
commercial brand name itself constitutes a 
nutrition or health claim, it is accompanied 
by an additional permitted nutrition or 
health claim, whenever the brand name is 
used in the labelling, advertising or 
presentation of food.
1 OJ L 40, 11.2.1989, p. 1.
2 OJ L 11, 14.1.1994, p. 1.

Or. en

Justification

Having trade marks included 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 by Phillip Whitehead, Linda McAvan, Jules Maaten, John Bowis

Amendment 90
Article 1, paragraph 4 a (new)

4a. This Regulation shall not apply to diet 
monitoring systems which are registered 
trademarks.

Or. en
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Justification

This Regulation should not seek to outlaw diet monitoring systems such as “weight watchers” 
which are well established in Europe and do provide bona fide mechanisms for weight loss. 
This includes labelling on products where their role in achieving weight loss is clearly 
presented in the context of the programme.

Amendment by John Bowis, María del Pilar Ayuso González, Cristina Gutiérrez-Cortines, 
Urszula Krupa

Amendment 91
Article 1, paragraph 4 a (new)

4a. This Regulation shall not apply to trade 
marks that comply with the provisions of 
the First Council Directive 89/104/EEC of 
21 December 1988 to approximate the laws 
of the Member States relating to trade 
marks1, and with Council Regulation (EC) 
No 40/94 of 20 December 1993 on the 
Community trade mark2, as amended.
1 OJ L 40, 11.2.1989, p. 1.
2 OJ L 11, 14.1.1994, p. 1.

Or. en

Justification

To avoid duplication it is appropriate to refer to existing legislation on Trade Marks. This 
includes measures to prevent misleading claims. 

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard

Amendment 92
Article 2, paragraph 2, point 1

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

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

Or. en
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Justification

The definition of claims should be clear in order to avoid any misunderstandings.

Amendment by Martin Callanan

Amendment 93
Article 2, paragraph 2, point 1

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

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

Or. en

Justification

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

Amendment by Holger Krahmer

Amendment 94
Article 2, paragraph 2, point 3

(3) “other substance” means a substance 
other than a nutrient that has a nutritional or 
physiological effect;

(Does not affect the English version.)

Or. de

Justification

(Does not affect the English version).
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Amendment by Anne Ferreira

Amendment 95
Article 2, paragraph 2, point 6

(6) ‘reduction of disease risk claim’ means 
any health claim that states, suggests or 
implies that the consumption of a food 
category, a food or one of its constituents 
significantly reduces a risk factor in the 
development of a human disease;

deleted

Or. fr

Justification

The present regulation must not cover reduction-of-disease-risk claims, under the terms of 
2000/13/EC on the labelling of foodstuffs.

Authorising reduction-of-disease-risk claims cannot be envisaged; any measure to prevent or 
treat a disease must take place within the framework of a medical diagnosis and, where 
appropriate, a diet prescribed by a health-care professional.

Amendment by Chris Davies

Amendment 96
Article 2, paragraph 2, point 6

(6) “reduction of disease risk claim” means 
any health claim that states, suggests or 
implies that the consumption of a food 
category, a food or one of its constituents 
significantly reduces a risk factor in the 
development of a human disease;

(6) “reduction of disease risk factor claim” 
means any health claim that states, suggests 
or implies that the consumption of a food 
category, a food or one of its constituents 
significantly reduces a risk factor in the 
development of a human disease;

Or. en
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Justification

The distinction between medicinal products and food products is essential. The community 
code on human medicinal products (directive 2001/83/EC)(*) defines a medicinal product as 
“any substance, or combination of substances presented for treating or preventing disease in 
human beings”. A food product cannot therefore make a health or nutritional claim that 
would fall under this definition as the food product would come under the requirements of 
European pharmaceutical legislation.

The wording of article 2 of the Commission proposal should therefore be changed reflect the 
need to guarantee this distinction by adding the word “factor”, given that there is a clear 
difference between a claim that purports to reduce the risk of disease (“disease risk 
reduction”) and a claim that purports to reduce a disease risk factor (“disease risk factor 
reduction”). As the Commission text acknowledges, diseases have multiple risk factors, 
therefore reducing one risk factor may not always reduce the individual’s overall risk of that 
disease.

For example, high cholesterol is a risk factor in heart disease, therefore a disease risk factor 
claim for a food product that helps to reduce cholesterol would be acceptable, but it would 
not be acceptable nor accurate to claim that the said same food product reduces the risk of 
heart disease, given that many other risk factors in addition to cholesterol play a part in 
determining an individual’s propensity to this illness.

(*) This Directive will be replaced by Directive 2004/27 as of 31 October 2005. Directive 
2004/27 modifies article 1 by expanding the definition of a medicinal products as follows: 
“(a) Any substance or combination of substances presented as having properties for treating 
or preventing disease in human beings; or (b) Any substance or combination of substances 
which may be used in or administered to human beings either with a view to restoring, 
correcting or modifying physiological functions by exerting a pharmacological, 
immunological or metabolic action, or to making a medical diagnosis.”

Amendment by Evangelia Tzampazi

Amendment 97
Article 2, paragraph 2, point 6

(6) “reduction of disease risk claim” means 
any health claim that states, suggests or 
implies that the consumption of a food 
category, a food or one of its constituents 
significantly reduces a risk factor in the 
development of a human disease;

(6) “reduction of disease risk claim” means 
any health claim that states, suggests or 
implies that the consumption of a food 
category, a food or one of its constituents 
significantly reduces a risk factor in the 
development of a human disease when it 
forms part of a balanced diet. Risk 
reduction is understood to mean a 
significant change regarding a 
fundamental risk factor in the development 
of a disease;
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Or. el

Justification

Clarification is necessary, given that the boundaries between preventing and reducing the 
risk of disease are extremely hard to discern.

Amendment by Holger Krahmer

Amendment 98
Article 2, paragraph 2, point 8

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

(Does not affect the English version).

Or. de

Justification

(Does not affect the English version.)

Amendment by Avril Doyle

Amendment 99
Article 2, paragraph 2, point 8 a (new)

(8a) "health" means a general state of 
physical, psychological and social well-
being.

Or. en

Justification

Whereas the proposed Regulation is mainly about rules on health claims, the proposal does 
not contain a definition of health. The definition proposed below is the definition retained by 
WHO.

Amendment by John Bowis

Amendment 100
Article 2, paragraph 2, point 8 a (new)
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(8a) ‘food supplements’ means foodstuffs 
the purpose of which is to supplement the 
normal diet and which are concentrated
sources of nutrients or other substances 
with a nutritional or physiological effect, 
alone or in combination, marketed in dose 
form, namely forms such as capsules, 
pastilles, tablets, pills and other similar 
forms, sachets of powder, ampoules of 
liquids, drop dispensing bottles, and other 
similar forms of liquids and powders 
designed to be taken in measured small 
unit quantities;

Or. en

Justification

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

Amendment by Renate Sommer

Amendment 101
Article 2, paragraph 2, point 8 a (new)

(8a) “a category of foods” means a group 
of food products with equivalent properties 
and nutrient content.

Or. de

Justification

Categories of food are referred to in the proposal on several occasions without any definition 
being provided for what is actually meant. An undefined category of food could encompass 
products varying widely in composition, where content of sugar, fat or other nutrients could 
range from zero to a significantly higher level. Therefore, for the sake of legal certainty and 
clarity, 'a category of foods' should be defined in Article 2, alongside the other definitions.

Amendment by Dorette Corbey

Amendment 102
Article 2, paragraph 2, point 8 a (new)

(8a) 'category of foods' means a group of 
food products with equivalent properties 
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and uses;

Or. nl

Amendment by Dorette Corbey

Amendment 103
Article 2, paragraph 2 a (new)

Within 3 months from the adoption of this 
Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 23(2), define the following:
- 'nutrient profile', defining clearly the 
purpose for which nutrient profiles are 
used and what procedure is used to prepare 
them, with care being taken to ensure the 
involvement of all parties concerned, 
particularly industry and consumers;
- 'bioavailability';
- 'sugars' for the application of the annex;
- 'fibres' for the application of the annex;

Or. nl

Justification

Nutrient profiles are one of the key elements of the proposal. Regrettably, there are many 
uncertainties on this subject. A precise definition is needed for the benefit of the industry, 
consumers and enforcement agencies. The concepts 'bioavailability', 'sugars' and 'fibres' also 
need to be defined.

Amendment by Hiltrud Breyer, Jillian Evans

Amendment 104
Article 2, paragraph 2.a (new)

Within three months from the adoption of 
this Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 23(2), define the following:
- “generally accepted scientific 
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knowledge”,
- “bioavailability”,
- “Sugars” for the application of the 
Annex,
- “Fibres” for the application of the Annex.

Or. en

Justification

At various occasions the draft legal text makes reference to "generally accepted scientific 
data" and "bioavailability". - It is important to define what this means. 

In the annex reference is made to sugars and fibres. It is common knowledge that different 
sugars have a very different influence on the nutritional quality of food It is therefore 
necessary for the proper application of nutritional claims to define the sugars the legislation 
want to talk about.

Furthermore as Code Alimentarius discussions have reflected there is no harmonised 
definition of fibres in Europe. For the application of nutritional claims they therefore need to 
be defined.

The Commission shall request that EFSA’s Scientific Panel on dietetic products, nutrition and 
allergies propose a definition of “generally accepted scientific data” and "bioavailability" as 
soon as possible. This should be adopted in accordance of the procedures set out in the 
Regulation.
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Amendment by Frédérique Ries

Amendment 105
Article 2, paragraph 2 a (new)

Within 6 months of the adoption of this 
Regulation, the Commission shall, in 
accordance with the procedure described in 
Article 23, paragraph 2, define the 
following concepts:
- generally accepted scientific data;
- bioavailability;
- sugars for the application of the annex;
- fibres for the application of the annex.

Or. fr

Justification

The proposal for a regulation refers repeatedly to ‘generally accepted scientific data’ and 
‘bioavailability’. It is important that these concepts be defined. 

The annex refers to sugars and fibres. It is a well known fact that different sugars have very 
different effects on the nutritional quality of foods. If nutritional claims are to be properly 
applied, therefore, the sugars to which the regulation refers must be defined.

Furthermore, as the discussions on the Codex Alimentarius demonstrated, there is no 
harmonised definition of fibre in Europe. This concept must also be defined, therefore, in 
order for nutritional claims to be applied.

Amendment by Holger Krahmer and Jules Maaten

Amendment 106
Article 3, paragraph 2, point (d)

d) refer to changes in bodily functions in 
improper or alarming terms either textually 
or through pictorial, graphic or symbolic 
representations;

deleted

Or. de

Justification

There may be differing interpretations of what is meant by improper and alarming references 
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to changes in bodily functions, and the provision is open to question.

Amendment by Evangelia Tzampazi

Amendment 107
Article 3, paragraph 2, point (da) (new)

(da) encourage or condone excess 
consumption of a foodstuff or understate 
the importance of a healthy diet;

Or. el

Amendment by Åsa Westlund

Amendment 108
Article 3, paragraph 2, point (da) (new)

(da) undermine the protection and 
promotion of public health;

Or. sv

Justification

There is a risk that the proposed regulation may result in an increase in the number of claims 
concerning less pressing health issues, and that the possibility of using claims to promote 
public health will go to waste.

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard

Amendment 109
Article 3, paragraph 2 a (new)

If a national authority has reason to believe 
that a health claim has the potential to 
contradict national dietary guidelines and 
therefore pose a danger to the nutritional 
status of the population, it should be 
allowed to restrict health claims in that 
country.

Or. en
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Justification

National nutritional guidelines should not be ignored. Therefore in case of justified health 
concerns a national government should be allowed to restrict claims on its territory.

Amendment by John Bowis, Horst Schnellhardt, Martin Callanan, Holger Krahmer and 
Urszula Krupa

Amendment 110
Article 4

Article 4 deleted
Restrictions on the use of nutrition and 

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

Or. de
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Amendment by Miroslav Ouzký

Amendment 111
Article 4

Restrictions on the use of nutrition and 
health claims

Restrictions on the use of nutrition and 
health claims - alcoholic beverages

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.

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

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

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

Or. en

Justification

Establishing objective and science based nutrient profiles may prove an impossible task, as 
the impact of a foodstuff on health is not determined by its nutritional composition but by its 
use. People eat meals, which are combinations of individual foods, not foods in isolation. 
Against this background any policies based on such profiles are likely to be incoherent and 
lead to arbitrary decisions. Additionally, nutrient profiles will not serve any purpose from a 
health educational point of view.
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Amendment by Jules Maaten

Amendment 112
Article 4

Restrictions on the use of nutrition and 
health claims

Evaluation of nutrient profiles

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

Within 18 months from the adoption of the 
Regulation, the Commission shall submit to 
the European Parliament and to the 
Council a report on the necessity and 
feasibility of setting nutrient profiles as a 
prerequisite for nutrition and health claims 
made on foods.

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

The report shall be based on an opinion by 
the Authority and consultations with 
interested parties, in particular food 
business operators and consumers. It shall 
be based on scientific knowledge about diet 
and nutrition and their relation to health 
and shall take into account in particular:

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

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

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

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

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

If the report establishes the necessity and 
feasibility of setting nutrient profiles as a 
prerequisite for nutrition and health claims 
made on foods, the Commission shall 
propose an amendment to this Regulation 
that takes due account of the report and the 
results of the consultation.

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

Or. en

Justification

The effectiveness of nutrient profiles as an instrument to support the fight against obesity is 
completely unclear: the concept has never been tested as such in any of the member states. 

The current wording of Article 4 produces legal uncertainty and therefore infringes the 
principle of legal certainty under Community law. From the vague Commission's wording, it 
is completely unclear how nutrient profiles would be worked out and which products would 
finally be affected.

The proportionality of nutrient profiles needs to be tested before they are introduced on large 
scale and economic consequences cannot be put back.

Notwithstanding the above arguments, the legal basis of the regulation is Article 95 of the EU 
Treaty that is the establishment and operation of the single market. Yet nutrient profiles 
cannot be harmonised, because they are not established on national levels. If they are to be 
introduced with a public health purpose (which they are), the Community lacks the 
appropriate competence.

Article 4 foresees a total ban of nutritional and health claims on certain (not clearly defined) 
products even if they are scientifically substantiated. This is at odds with the image of the 
informed and educated average consumer established by the consistent rulings of the 
European Court. Providing consumers with appropriate information on the composition and 
nutritional value of the food would, as a milder measure, be more appropriate as it enables 
the responsible consumer o make an informed choice.
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Amendment by Horst Schnellhardt

Amendment 113
Article 4

Restrictions on the use of nutrition and 
health claims

Evaluation of nutrient profiles

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

Within 18 months from the adoption of this 
Regulation, the Commission shall submit a 
report to the European Parliament and the 
Council on the need for and practicability 
of nutrient profiles as a condition for 
nutrition and health claims for food.

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

The report shall be drawn up on the basis 
of an opinion from the Authority and after 
consultations with interested parties, in 
particular food business operators and 
consumer groups, shall be founded on 
scientific findings about diet and nutrition 
and their relationship to health and shall 
take particular account of the following 
points: 

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

(a) the amounts of certain nutrients and 
certain other substances present in the 
food;

(b) sugars (b) the role and significance of the food (or 
the food category) in the context of the 
overall diet;

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

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

If the report finds that nutrient profiles are 
necessary and practicable as a condition 
for nutrition and health claims for food, the 
Commission shall propose an amendment 
to this Regulation which takes due account 
of the report and its results. 

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

Or. de
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Justification

To date, the European Union has no experience of establishing and introducing nutrient 
profiles, nor of their effects. And yet this innovation will have profound effects on the market, 
entrepreneurial freedom, the food on offer, advertising, and consumer choice and 
information. But there is not enough evidence to indicate whether any real impact can be 
achieved on consumers’ eating habits, and hence on reducing or preventing certain chronic 
diseases.

In advance of the introduction of such nutrient profiles, therefore, there is a need for careful
analysis and assessment of all their important aspects. These include, for example, a 
scientifically backed answer to the question of the criteria nutrient profiles should be based 
on, whether secondary plant compounds should perhaps be taken into account in establishing 
the profiles, whether nutrient profiles contribute to a balanced diet at all or, conversely, 
prevent unbalanced eating habits, what value individual foods and food groups have in 
nutrition overall, and whether nutrient profiles are at all suited to reducing or preventing the 
risk of certain chronic diseases.

The influence on the market of foods or food categories which make health or nutrition claims 
and the resulting influence on consumers’ dietary habits need further analysis.
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Amendment by Avril Doyle, 

Amendment 114
Article 4

Restrictions on the use of nutrition and 
health claims

Restrictions on the use of health claims

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

1. Within 18 months from the adoption of 
this Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 251 of the Treaty, define those 
nutrients and other substances which are 
particularly relevant within a balanced diet 
and establish reference intake values for 
these.

The nutrient profiles shall be established, 
in particular, by reference to the amounts 
of the following nutrients present in the 
food:
(a) fat, saturated fatty acids, trans-fatty 
acids
(b) sugars
(c) salt/sodium.
The nutrient profiles shall be based on 
scientific knowledge about diet, and 
nutrition, and their relationship to health 
and, in particular, on the role of nutrients 
and other substances with a nutritional or 
physiological effect on chronic diseases. In 
setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food business 
operators and consumer groups.

2. The reference intake values shall be 
based on scientific knowledge about diet, 
and nutrition, and their relationship to health 
and, in particular, on the role of nutrients 
and other substances with a nutritional or 
physiological effect on chronic diseases. In 
setting the reference intake values, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food business 
operators and consumer groups.
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Exemptions and updates to take into 
account relevant scientific developments 
shall be adopted in accordance with the 
procedure referred to in Article 23 (2).
2. By way of derogation from paragraph 1, 
nutrition claims referring to the reduction 
in the amounts of fat, saturated fatty acids, 
trans-fatty acids and sugars, salt/sodium, 
shall be allowed, provided they comply with 
the conditions laid down in this Regulation.
3. Beverages containing more than 1.2% by 
volume of alcohol shall not bear:

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

(a) health claims;
(b) nutritional claims, other than those, 
which refer to a reduction in the alcohol or 
energy content.
4. Other foods or categories of foods than 
those referred to in paragraph 3, for which 
nutrition or health claims are to be 
restricted or prohibited may be determined 
in accordance with the procedure referred 
to in Article 23(2) and in the light of 
scientific evidence.

4. The prohibition referred to in paragraph 
3 does not concern food supplements 
falling under Directive 2002/46/EC of the 
European Parliament and of the Council of 
10 June 20021 if the alcohol content of the 
product is for preservation and/or 
extraction purposes only and the labelling 
explicitly indicates that the product is "to 
be consumed in small, clearly defined 
amounts".
1 OJ L 183, 12.7.2002, p. 51.

Or. en
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Justification

Nutritional claims must be on a firm scientific basis. Establishing objective and science based 
nutrient profiles may prove an impossible task, as the impact of a foodstuff on health is not 
determined by its nutritional composition but by its use. People eat meals, which are 
combinations of individual foods, not foods in isolation. Against this background any policies 
based on such profiles are likely to be incoherent and lead to arbitrary decisions. 
Additionally, nutrient profiles will not serve any purpose from a health educational point of 
view.

Instead of depriving consumers of information on the relative value of specific foods in their 
diet through nutrient profiling, consumers should be educated on the nutritional 
characteristics of foods, their nutritional needs and the relative role a food plays in the daily 
diet. It is therefore proposed that instead of establishing nutrient profiles, the Community 
establishes a framework that identifies the nutrients of relevance and reference intake values 
for these nutrients. An obligation for food manufacturers to indicate the role of their food in 
relation to these nutrients and reference values on the label is contained in article 7.

Nutritional information should be available on alcoholic beverages, however health claims 
should not as they are against current policy in most Member States.

Tonics and other food supplements should not be affected by this prohibition.

Amendment by Renate Sommer

Amendment 115
Article 4, title

Restrictions on the use of nutrition and 
health claims

Restrictions on the use of claims

Or. de

Amendment by Martin Callanan

Amendment 116
Article 4, title

Restrictions on the use of nutrition and 
health claims

Specific conditions on the use of nutrition 
and health claims

Or. en
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Amendment by Phillip Whitehead, Linda McAvan, Genowefa Grabowska, Dagmar Roth-
Behrendt, Dorette Corbey

Amendment 117
Article 4, title

Restrictions on the use of nutrition and 
health claims

Conditions for the use of nutrition and 
health claims

Or. en

Justification

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

Amendment by Renate Sommer

Amendment 118
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, the Commission shall, after 
consulting the Authority, establish specific 
nutrient profiles which food or certain 
categories of foods must respect in order to 
bear health claims. 

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

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

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

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

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

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

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 

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

physiological effect on chronic diseases.

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

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

Or. de

Justification

The setting of nutrient profiles for both nutrition and health claims does not respect the 
principle of proportionality. There is a great difference as to whether a claim states that a 
food has particular nutrition properties or whether a claim states that a relationship exists 
between a food and health.

Furthermore, it should be clear that the establishment of nutrient profiles is a scientific 
exercise and should consequently be  undertaken by EFSA exclusively. These nutrient profiles 
should be recognised by the Commission.

Amendment by Martin Callanan

Amendment 119
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, the Authority, at the 
request of the Commission, and in 
consultation with interested parties, shall 
report on the detailed application of the 
conditions referred to in Articles 5(1) and 
10(2), and in particular any specific 
nutrient profiles foodstuffs 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:
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(a) fat, saturated fatty acids, trans-fatty 
acids
(b) sugars
(c) salt/sodium.
The nutrient profiles shall be based on 
scientific knowledge about diet, and 
nutrition, and their relationship to health 
and, in particular, on the role of nutrients 
and other substances with a nutritional or 
physiological effect on chronic diseases. In 
setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food business 
operators and consumer groups.

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

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

- the appropriateness of nutrient profiles to 
all consumers, regardless of their 
nutritional status.
Following the receipt of the opinion of the 
Authority, the Commission shall, if 
feasible, and in accordance with the 
procedure laid down in Article 23(2), 
establish a system of nutrient profiles for 
foods bearing nutrition or health claims, 
taking into account in particular:
- the quantities of certain nutrients and 
other substances contained in the food;
- the role and the importance of the food 
(or food category) in the diet, taking into 
account the differences in dietary practice 
and tradition within the Member States;
- the overall nutritional composition of the 
food and the presence of nutrients that 
have been scientifically recognised as 
having an effect on health.
In setting any nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food business 
operators and consumer groups.
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Exemptions and updates to take into account 
relevant scientific developments shall be 
adopted in accordance with the procedure 
referred to in Article 23 (2).

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

Or. en

Justification

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

Amendment by John Bowis

Amendment 120
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 36 months from the adoption of
the Regulation, the Commission shall, after 
consultation with interested parties, 
establish whether specific nutrient profiles, 
which food or certain categories of foods 
must respect in order to bear nutrition of 
health claims, are feasible and, if so, in 
what form. Any such proposal shall then be 
submitted to the European Parliament and 
the Council for approval.

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

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

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

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

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

(c) salt/sodium. - the overall nutritional composition of the 
food and the presence of nutrients that 
have been scientifically recognised as 
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having a beneficial effect on health.
The nutrient profiles shall be based on 
scientific knowledge about diet, and 
nutrition, and their relationship to health 
and, in particular, on the role of nutrients 
and other substances with a nutritional or 
physiological effect on chronic diseases. In 
setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food 
business operators and consumer groups.

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

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

Or. en

Justification

There are still question marks over the nutrient profile system proposed by the Commission. A 
feasibility study should be conducted before any proposal is accepted.

Amendment by Martin Callanan

Amendment 121
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 
the Regulation, the Commission shall
present to the European Parliament and 
the Council a proposal concerning 
European dietary guidelines. These will 
provide general nutritional guidance, 
whilst taking into account national cultural 
and dietary variations as well as the work 
of WHO and Codex Alimentarius. Within 
24 months from the adoption of the 
European Dietary Guidelines, the 
Commission shall, in accordance with the 
procedure laid down in Article 23(2), 
establish specific nutrition criteria which 
certain categories of food must respect in 
order to bear health claims.

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

for food or certain categories of foods
taking into account in particular:

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

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

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

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

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

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

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

Or. en

Justification

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

Amendment by Dagmar Roth-Behrendt

Amendment 122
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 

1. Within 36 months from the adoption of 
this Regulation, the Commission shall, after 
consulting the European Parliament and in 
accordance with the procedure laid down in 
Article 23 (2), establish specific nutrient 
profiles which food or certain categories of 
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or health claims. 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) sugars - 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. In 
setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food business 
operators and consumer groups.

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

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

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

Or. en

Justification

Examples from various countries show that the setting up of nutrient profiles is a very 
complex matter which requires extensive scientific consultation and broad discussion for 
several years to develop. Given above that the fact that the European Food Safety Authority 
did not start the work on the nutrition profiles, a period of 36 month for the establishment is 
appropriate. The varied experiences and particular the tremendous interest in this present 
proposal show as well that the issue of nutrient profiles is a highly political question. 
Furthermore, as those profiles stand for a new area of food legislation, it has to be assured 
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that the European Parliament is properly involved in the procedure.

Amendment by Hiltrud Breyer, Jillian Evans

Amendment 123
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, the Commission shall, after 
consulting the Authority and 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, 
such as fat, saturated fatty acids, trans-fatty 
acids, sugars, salt/sodium;

(b) sugars - the contribution and importance of the 
food (or categories of foods) to the diet, 
with due account being taken of specific 
risk groups including children and 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, 
provided they are naturally present in the 
food.

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

The nutrient profiles shall be based on 
scientific knowledge about diet, the dietary 
needs of targeted groups of the population, 
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 
interested parties, in particular food business 
operators and consumer groups
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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).

Or. en

Justification

Scientific assessment must be the basis for the establishment of nutritional profiles. The 
evaluation of national nutritional profiles for food or for categories of food, by the 
Commission with the involvement of the EFSA, the Member States and stakeholders, is the 
cornerstone of this regulation.

Amendment by Dorette Corbey, Genowefa Grabowska

Amendment 124
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 18 months from the adoption of 
this Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 23 (2), and with the involvement of 
experts from the Authority, 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 shall be established, by 
type of food or categories of food, 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,
such as fat, saturated fatty acids, trans-fatty 
acids, sugars, salt/sodium;

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

(c) salt/sodium. - the overall nutritional composition of the 
food and the presence of nutrients  
scientifically proven to have a beneficial 
effect on health, provided they are 
naturally present in the food.
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The nutrient profiles shall be based on 
scientific knowledge about diet, and 
nutrition, and their relationship to health 
and, in particular, on the role of nutrients 
and other substances with a nutritional or 
physiological effect on chronic diseases. In 
setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food 
business operators and consumer groups.
Exemptions and updates to take into 
account relevant scientific developments 
shall be adopted in accordance with the 
procedure referred to in Article 23 (2).

Or. en

Justification

Scientific assessment must be the basis for the establishment of nutritional profiles. The 
evaluation of national profiles food or of categories of food, by the Commission with the 
involvement of the EFSA, the Member States and stakeholders, is the cornerstone of this 
regulation. This principle must be respected to bear nutritional or health claims.

Amendment by Antonios Trakatellis

Amendment 125
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 18 months from the adoption of 
this Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 23 (2), establish specific rules 
concerning the various nutrient contents 
and their combination 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 above rules shall be established, in 
particular, by reference to the amounts of the 
following nutrients present in the food:

(a) fat, saturated fatty acids, trans-fatty acids (a) lipids (fat, saturated fatty acids, trans-
fatty acids, etc.)

(b) sugars (b) carbohydrates
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(c) salt/sodium. (c) salt/sodium.

(ca) sterols, such as cholesterol and others
(cb) trace elements.

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

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

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

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

Or. en

Justification

There are no existing specific nutrient profiles today. This is because a nutrient can be 
beneficial in a diet or may produce adverse effects on health and that could depend on the 
amount which it is present in the food, on the amount of the food consumed but also on the 
person who is consuming it (children, adolescent, adults, pregnant women, elderly). For 
example cholesterol is a necessary nutrient because it is essential in the construction of the 
cell membranes. However, in great amounts and especially in persons in advanced age 
(elderly) it may produce atheromatosis. The same thought applies for carbohydrates, trace 
elements, sodium and potassium. Therefore we seek to establish specific rules according to 
scientific knowledge, in order for a food preparation to be considered within a normal range 
as far as nutrition content is concerned. 

Amendment by Frédérique Ries

Amendment 126
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 

1. Within 30 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 
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or health claims. 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 shall be established, in 
particular, by reference to the amounts of the 
following nutrients present in the food:

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

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

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

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

Exemptions and updates to take into account 
relevant scientific developments shall be 
adopted in accordance with the procedure 
referred to in Article 23 (2). In adopting 
these exemptions and updates, the 
Commission shall take account of the 
Authority’s opinion.

Or. fr

Justification

30 months is a more realistic period of time to allow the Commission, together with the EFSA 
and all the parties concerned, to draw up the specific nutritional profiles which certain 
categories of foodstuff must comply with in order to carry nutrition or health claims.

Amendment by Ria Oomen-Ruijten

Amendment 127
Article 4, paragraph 1, subparagraph 1 and subparagraph 2, introductory part

1. Within 18 months from the adoption of 
this Regulation, the Commission shall, in 
accordance with the procedure laid down in 

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

Article 23 (2), establish specific nutrient
profiles which 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 shall be established, in 
particular, by reference to the amounts
of the following nutrients present in the food
categories identified:

Or. en

Justification

Nutrient profiles are not applicable to food supplements in principle. However, the fat content 
of certain supplements provides the basis for evidence-based health claims (e.g. Cod Liver 
Oil). The objective of the above amendment is to exempt food supplements that provide fatty 
acids.

Amendment by Renate Sommer

Amendment 128
Article 4, paragraph 2

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

deleted

Or. de

Amendment by Dagmar Roth-Behrendt

Amendment 129
Article 4, paragraph 2

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

2. By way of derogation from paragraph 1, 
nutrition and health claims shall be allowed, 
provided that information on the specific 
nutrient, which exceeds the nutrient 
profile, is indicated next to the nutrition or 
health claim.
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Or. en

Justification

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

Amendment by Martin Callanan

Amendment 130
Article 4, paragraph 3

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

deleted

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

Or. en

Justification

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

Amendment by Horst Schnellhardt

Amendment 131
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 any health 
claims with the exception of scientifically 
established indications.

(a) health claims; Alcoholic beverages may not bear any 
statements relating to the curing, 
alleviation or prevention of diseases or give 
the impression of having these properties.

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

Or. de

Justification

Under Directive 2000/13/EC, no statements may be made relating to diseases. This ban is 
upheld. Health claims are also excluded by voluntary self-monitoring. The ban on the use of 
actual health claims is shored up by the amendment. 

Nevertheless, the positive aspects of moderate alcohol consumption are scientifically proven. 
They end where alcohol misuse begins.

Designations such as digestive liqueur and bitters are established traditional designations 
and must not be affected by the ban under Article 4(3). They stand for a responsible attitude 
to alcohol and are an integral part of traditional epicurean culture. They do not represent an 
incitement to excessive alcohol consumption.

Amendment by Renate Sommer and Christa Klaß

Amendment 132
Article 4, paragraph 3, point (a)

(a) health claims; (a) health claims, with the exception of 
those referring to statements which can be 
scientifically substantiated.

Or. de

Justification

Alcoholic beverages should not be allowed to carry health claims. It should, however, be 
allowed to make health claims for alcoholic beverages where they can be scientifically 
substantiated, e.g. diabetic wines.

Amendment by Phillip Whitehead, Linda McAvan, John Bowis

Amendment 133
Article 4, paragraph 3, point (a)

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

Justification

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

Amendment by María del Pilar Ayuso González, Cristina Gutiérrez-Cortines, María Esther 
Herranz García, Ria Oomen-Ruijten, Jules Maaten

Amendment 134
Article 4, paragraph 3, point (b)

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

deleted

Or. es

Justification

Nutritional claims should be allowed for alcoholic beverages, provided that they comply with 
the definition laid down in the Annex and with the requirement of compulsory nutritional 
labelling.

Amendment by Phillip Whitehead, Linda McAvan, John Bowis

Amendment 135
Article 4, paragraph 3, point (b)

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

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

Or. en

Justification

For certain consumers it is not only worthwhile but even necessary to have nutrition 
information on alcoholic beverages, e.g. coeliac sufferers and gluten-free beer. Alcoholic 
beverages should be allowed to make nutrition claims in as far as they fulfil the definition laid 
down in the annex, they meet the obligation of mandatory nutrition labelling and they label 
ingredients.
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Amendment by Ria Oomen-Ruijten, Jules Maaten, Hiltrud Breyer, Jillian Evans, Kartika 
Tamara Liotard

Amendment 136
Article 4, paragraph 3, subparagraph 1 a (new)

This prohibition shall not concern food 
supplements falling under Directive 
2002/46/EC of the European Parliament 
and of the Council of 10 June 20021 if the 
alcohol content of the product is for 
preservation and/or extraction purposes 
only and the labelling explicitly indicates 
that the product is "to be consumed in 
small, clearly defined amounts".
1 OJ L 183, 12.7.2002, p. 51.

Or. en

Amendment by Renate Sommer, Martin Callanan

Amendment 137
Article 4, paragraph 4

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

deleted

Or. en

Amendment by Dagmar Roth-Behrendt

Amendment 138
Article 4, paragraph 4 a (new)

4a. Member States may allow specific 
exemptions from the restrictions laid down 
in this Article, provided the respective 
products are established on the market at 
the time of the entry into force of this 
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Regulation and comply with the remaining 
conditions thereof.

Or. en

Justification

Particular nutrition and health claims made on food or specific food categories, which will 
according to paragraphs 1 and 3 be no longer allowed to make such claims, have been 
established on national markets for years and decades and have thus become objects of 
"cultural value". In such cases, it is therefore appropriate to leave it up to the Member States 
to grant exemptions, provided that the respective claims are true and not misleading.

Amendment by Niels Busk, Chris Davies, Dan Jørgensen

Amendment 139
Article 4, paragraph 4 a (new)

4a. Nutrition and health claims shall not be 
permitted for food for infants and young 
children unless specifically provided for in 
Council Directive 89/398/EEC of 3 May 
1989 on the approximation of the laws of 
the Member States relating to foodstuffs 
intended for particular nutritional uses1

and its implementing directives.
1 OJ L 186, 30.6.1989, p. 27.

Or. en

Justification

This proposal is in line with the Codex guidelines for use of nutrition and health claims, 
adopted in 2004. Specific attention needs to be drawn to foods for infants and young children 
to ensure good health and development. Food for infants and young children under 3 years of 
age is therefore specifically regulated. It is important that public health advise for this 
vulnerable group does not “disappear” due to clumsy and heavy advertisements on the 
products, which will lead to the risk of misleading parents

Amendment by Anja Weisgerber

Amendment 140
Article 4, paragraph 4 a (new)
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4a. By way of derogation from paragraph 
1, nutrition claims providing information 
that a particular nutrient or other 
substance is present in the food, possibly in 
a defined quantity (‘with …’), shall be 
allowed.

Or. de

Justification

Nutrition claims which declare the simple presence of a substance in a product accurately 
and in a neutral fashion should be considered as falling within the category of consumer 
information and are thus useful for consumers.

Nutrient profiles must not mean that truthful, scientifically substantiated, non-misleading and 
comprehensible claims are withheld from consumers.

Amendment by Dorette Corbey

Amendment 141
Article 4 a (new)

Article 4a: Quality designation
On the basis of the nutrient profiles and 
after consulting the EFSA, the Commission 
shall devise a quality designation for 
foodstuffs incorporating information about 
the sugars, sodium/salt, saturated fats, 
trans-fatty acids and other nutrients 
(vitamins, minerals and fibres) contained in 
food. The quality designation shall be 
represented by a simple and readily 
comprehensible symbol which can 
distinguish among several levels of quality. 
Producers of foodstuffs may use this 
symbol to indicate the quality rating of 
their product. Upon receipt of a request, 
accompanied by the reasons on which it is 
based, the European Food Safety Authority 
shall examine whether the quality 
designation on a food product is accurate.

Or. nl
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Justification

The food industry maintains that there is no such thing as 'good' and 'bad' food - what matters 
is sensible eating habits. In fact, however, it is perfectly possible to perceive differences in 
quality between different food products: there are better and worse food products. Consumers 
definitely require objective and readily accessible information about the quality of the food 
they buy. Various symbols are in use, but there is a need for a clearly recognisable symbol. 
For this purpose a symbol must be designed which makes it possible to rate food products in 
order of quality (e.g. a system using stars or ticks). A symbol or a quality indicator will make 
it clear immediately whether or not (for example) a packaged vegeburger is a good buy from 
the dietary point of view. Such a quality indicator could be an important instrument in the 
fight against degenerative diseases such as cardiovascular diseases and cancer. 

Given the present state of scientific knowledge, it is not appropriate to make the use of the 
symbol compulsory at this stage. However, producers of quality food products will be keen to 
put it on their products voluntarily. Abuse (overestimating the quality of a product) will 
damage a producer's credibility for a long time, so there are grounds for hoping that it will be 
rare. At the same time, food producers will aspire to the best possible classification for their 
products and will therefore try to improve their quality. Both European industry and public 
health stand to gain from innovation.

Amendment by John Bowis

Amendment 142
Article 5, paragraph 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 substance in respect of which the 
claim is made has been shown to have the 
claimed beneficial nutritional or 
physiological effect, as established by 
accepted scientific knowledge;

Or. en

Justification

The term ‘generally accepted data’ has not been defined. The amendment seeks to clarify this 
point.

Amendment by Avril Doyle

Amendment 143
Article 5, paragraph 1, point (ea) (new)
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(ea) while including the presence of the 
substance for which the claim is made, the 
overall profile of the food product 
concerned is one which is nutritionally 
beneficial for the consumer.

Or. en

Justification

Although the conditions for use of numerous nutritional claims such as "low in fat" will be 
defined by this Regulation, nutritional claims should only be permitted if the overall content 
of the foodstuff is nutritious.

Amendment by Avril Doyle

Amendment 144
Article 5, paragraph 2

2. The use of nutrition and health claims 
shall only be permitted if the average 
consumer can be expected to understand 
the beneficial effects as expressed in the 
claim.

deleted

Or. en

Justification

Claims which are not meaningful to the consumer are misleading and therefore covered by 
Directive 84/450/EEC concerning misleading advertising. Furthermore claims will be either 
included in a list or authorised by the European Food Safety Authority (EFSA) who will 
decide on the use of the claim. A specific provision on prohibition of such claims is therefore 
not necessary in this context.

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard

Amendment 145
Article 5, paragraph 3

3. Nutrition and health claims shall refer to 
the food ready for consumption in 
accordance with the manufacturer's 
instructions.

3. Nutrition and health claims shall refer to 
the food as presented for sale, and not 
individual ingredients that are used 
additionally in the preparation of the food 
before consumption.
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Or. en

Justification

The draft regulation does not deal adequately with claims which relate to an ingredient used 
in the preparation of a food rather than a food itself. An example would be claims made on 
breakfast cereal about the benefits of calcium which related to the milk that is added by the 
consumer to the cereal rather than the cereal itself. These types of claims should not be 
permitted as the consumer has no reason to buy the product because of that benefit.

Amendment by Frédérique Ries

Amendment 146
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 or, where the category 
of product justifies it, on tradition-based 
data. 

Or. fr

Justification

There are some categories of foodstuffs whose benefits are based on recognised usage. In 
terms of demonstrating the truth of a claim, a system based solely on scientific data is not 
suitable for agricultural products such as herbal products. The knowledge born of experience 
and tradition must also be taken into account. This has recently been recognised in the case 
of traditional herbal medicines (Directive 2004/24/EC), for which a special, simplified, 
registration procedure has been put in place, which exempts them from the obligation to 
prove their clinical efficacy, since this is plausible on the grounds of experience and their 
long history of use.

Amendment by Françoise Grossetête

Amendment 147
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 or, where the category 
of product justifies it, on tradition-based 
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data.

Or. fr

Justification

In the case of some products it is justifiable to take account of tradition.

Amendment by John Bowis, Martin Callanan

Amendment 148
Article 6, paragraph 1

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

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

Or. en

Justification

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

Amendment by Holger Krahmer, Jules Maaten

Amendment 149
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 recognised scientific 
findings.

Or. de
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Justification

It is self-evident that claims must always be made on the basis of ‘recognised scientific 
findings’. As a rule, there are no generally accepted scientific data or findings in science. 

Amendment by Urszula Krupa

Amendment 150
Article 6, paragraph 1

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

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

Or. en

Justification

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

Amendment by Frédérique Ries

Amendment 151
Article 6, paragraph 1 a (new)

1a. The level of substantiation should be 
proportional to the nature of the claim 
requested. 

Or. fr

Justification

It must be established that the proportionality principle applies in terms of the level of 
substantiation to be produced for claims. Without this proportionality principle, the cost of 
substantiation would soon become prohibitive and would be beyond the reach of the vast 
majority of SMEs.
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Amendment by Frédérique Ries

Amendment 152
Article 6, paragraph 1 b (new)

1b. Guidelines on the nature of the 
substantiation to be produced by operators, 
as well as reference points for the 
evaluation of such substantiation, shall be 
drawn up by the Authority no later than six 
months before the entry into force of this 
regulation.

Or. fr

Amendment by Urszula Krupa

Amendment 153
Article 6, paragraph 1 b (new)

1b. Guidelines shall be established by the 
Authority regarding the type of scientific 
substantiation that an operator must have 
to justify use of a nutrient or health claim, 
with the level of evidence required being in 
proportion to the claim that is being made.

Or. en

Amendment by Evangelia Tzampazi

Amendment 154
Article 6, paragraph 2

2. A food business operator making a 
nutrition or health claim shall justify the use 
of the claim.

2. A food business operator making a 
nutrition or health claim shall substantiate
the use of the claim.

Or. el

Justification

A simple justification is not sufficient; scientific substantiation is required.
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Amendment by Anne Ferreira

Amendment 155
Article 6, paragraph 2

2. A food business operator making a 
nutrition or health claim shall justify the use 
of the claim.

2. A food business operator making a 
nutrition or health claim shall justify the use 
of the claim. In order to do so, it shall have 
at its constant disposal the scientific studies 
used for justifying the claim.

Or. fr

Justification

Scientific data are the major element in authorising the use of claims. A food business 
operator using a claim for a specific food product must therefore ensure that the authorities 
have at their disposal at all times the scientific studies justifying the use of the claim.

Amendment by Anne Ferreira

Amendment 156
Article 6, paragraph 3

3. The competent authorities of the Member 
States may request a food business operator 
or a person placing a product on the market 
to produce the scientific work and the data 
establishing compliance with this 
Regulation.

3. The competent Authority of the Member 
States shall, when it is deemed necessary, 
request a food business operator or a person 
placing a product on the market to produce 
the scientific work and the data establishing 
compliance with this Regulation. The food 
business operator shall send them to the 
Health Authority and the relevant 
authorities of the Member States forthwith.

Or. fr

Justification

Scientific data are the major element in authorising the use of claims. A food business 
operator using a claim for a specific food product must therefore ensure that the authorities 
have at their disposal at all times the scientific studies justifying the use of the claim.

It should be possible for these scientific studies to be requested not only by the Member 
States, but also by the Authority, by virtue of its role in the user request and/or claim 
authorisation assessment procedure.
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Amendment by Urszula Krupa

Amendment 157
Article 6, paragraph 3

3. The competent authorities of the Member 
States may request a food business operator 
or a person placing a product on the market 
to produce the scientific work and the data
establishing compliance with this 
Regulation.

3. The competent authorities of the Member 
States may request a food business operator 
or a person placing a product on the market 
to produce the scientific work and the 
knowledge establishing compliance with this 
Regulation.

Or. en

Amendment by Avril Doyle

Amendment 158
Article 7

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

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

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

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

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

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

2. In addition, the following information 
shall be stated in proximity to the nutrition 
information: 

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

Or. en

Justification

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

Amendment by John Bowis, Dagmar Roth-Behrendt, Jules Maaten

Amendment 159
Article 7, paragraph 1

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

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

Or. en

Justification

Directive 90/496/EEC on nutrition labelling does not apply to food supplements, which are 
instead laid down in Directive 2002/46/EC on food supplements. In order to ensure 
consistency and to take into account the specific nature of food supplements a reference to 
Directive 2002/46/EC is reasonable.
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Amendment by Antonios Trakatellis

Amendment 160
Article 7, paragraph 1 a (new)

Reference should also be made to the 
energy value and the content of nutritive 
substances and ingredients per package or 
portion to facilitate matters for consumers.

Or. el

Justification

Indicating the energy value and the content of nutritive substances and ingredients per 
package or portion helps facilitate consumer information. Even the most 'informed' 
consumers often have difficulty understanding the indications or claims. The scope for 
consumers understanding the claims made should be improved as that contributes to the 
effective implementation of the proposed measures.

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard, 
Phillip Whitehead, Linda McAvan

Amendment 161
Article 7, paragraph 2

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

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

Or. en

Justification

Complete nutritional labelling is equally necessary for nutrition and health claims to give 
optimal information to consumers. 

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard

Amendment 162
Article 7, paragraph 3 a (new)

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

Or. en

Justification

On labels usually no distinction is made between the natural and added content of certain 
substances like vitamins, which is however an important criteria to make an informed choice.

Amendment by Phillip Whitehead, Linda McAvan

Amendment 163
Article 7, paragraph 3 a (new)

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

Or. en

Amendment by Jules Maaten, Holger Krahmer

Amendment 164
Article 8

Article 8 deleted
Specific conditions

1. Nutrition claims shall only be permitted 
if they are in conformity with this 
Regulation and comply with the conditions 
set out in the Annex.
2. Amendments to the Annex shall be 
adopted in accordance with the procedure 
referred to in Article 23(2) and, where 
appropriate, after consulting the European 
Food Safety Authority

Or. en



PE 353.660v01-00 84/189 AM\555844EN.doc

EN

Justification

The formulation of nutrition claims should be the responsibility of the industry. The 
conditions with which the nutrition claims are to comply should be addressed in the context of 
the upcoming proposal on nutritional labelling.

Amendment by Jules Maaten

Amendment 165
Article 8, paragraphs 1, 1 a (new) and 1 b (new)

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

1. Nutrition claims shall only be permitted if 
they are in conformity with this Regulation 
and comply with the general conditions as 
described in Article 5.
1a. Nutrition claims referring to nutrients 
set out in the Annex shall only be permitted 
if they comply with the conditions set out in 
the Annex.
1b. In accordance with Directive 
2002/46/EC, the quantities of ingredients in 
food supplements shall be expressed by 
daily consumed portion as recommended by 
the manufacturer.

Or. en

Justification

The claims set out in the Annex concern just a small amount of nutrients, though there are 
more than 200 nutrients known to have an important nutritional or physiologic function. The 
Annex should not restrict on that.

Amendment by John Bowis

Amendment 166
Article 8, paragraphs 1 and 1 a (new)

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

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 
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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.

Or. en

Justification

A number of Member States are putting in place labelling schemes to support consumers in 
making healthy choices with their food purchases. Whilst nutrition labelling has an important 
role to play in this, it is clear that consumers welcome front-of-pack and other readily visible 
indicators as a guide. It is therefore important to avoid a situation where the relevant logos 
or other devices on the label are prohibited, hence the suggested exemption to respect such 
subsidiarity decisions.

Amendment by Hiltrud Breyer, Jillian Evans, Kartika Tamara Liotard

Amendment 167
Article 8, paragraph 2

2. Amendments to the Annex shall be 
adopted in accordance with the procedure 
referred to in Article 23(2) and, where 
appropriate, after consulting the European 
Food Safety Authority.

2. Amendments to the Annex shall be 
adopted in accordance with the procedure 
referred to in Article 23(2) and, where 
appropriate, after consulting the European 
Food Safety Authority with the involvement 
of consumer panels to judge the perception 
and understanding of these claims.

Or. en

Justification

It is important to evaluate the perception of these claims and the consultation with consumer 
groups before agreeing on any changes to the annex is necessary

Amendment by Dagmar Roth-Behrendt

Amendment 168
Article 9, paragraph 1

1. Without prejudice to Directive 
84/450/EEC, a nutrition claim which 
compares the quantity of a nutrient and/or 

1. Without prejudice to Directive 
84/450/EEC, a nutrition claim which 
compares the quantity of a nutrient and/or 
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the energy value of a food with foods of the 
same category shall only be made if the 
foods being compared are easily identified 
by the average consumer or clearly 
indicated. The difference in the quantity of a 
nutrient and/or the energy value shall be 
stated and the comparison shall relate to the 
same quantity of food.

the energy value of a food with different or 
another category of food shall only be made 
if the foods being compared are easily 
identified by the average consumer or 
clearly indicated. The difference in the 
quantity of a nutrient and/or energy value 
shall be stated and the comparison shall 
relate to the same quantity of food.

Or. en

Justification

Claims comparing the nutrient and/or energy content should be possible for all kinds of food, 
as long as average consumers understand the comparison. Those claims should be possible in 
order to allow illustrative examples which are easily understandable for the consumer, for 
example on the vitamin C content of a product compared to fruit or the calcium content 
compared to milk.

Amendment by John Bowis, Avril Doyle, Jules Maaten

Amendment 169
Article 9, paragraph 1

1. Without prejudice to Directive 
84/450/EEC, a nutrition claim which 
compares the quantity of a nutrient and/or 
the energy value of a food with foods of the 
same category shall only be made if the 
foods being compared are easily identified 
by the average consumer or clearly 
indicated. The difference in the quantity of a 
nutrient and/or the energy value shall be 
stated and the comparison shall relate to the 
same quantity of food.

1. Without prejudice to Directive 
84/450/EEC, a nutrition claim which 
compares the quantity of a nutrient and/or 
the energy value of a food with another food
shall only be made if the foods being 
compared are easily identified by the 
average consumer or clearly indicated. The 
difference in the quantity of a nutrient and/or 
energy value shall be stated and the 
comparison shall relate to the same quantity 
of food.

Or. en

Justification

Claims comparing the nutrient and/or energy content should not only be allowed for foods of 
the same category, but also for different kinds of foodstuffs in order to allow illustrative 
examples which are easily understandable for the consumer, for example “product X contains 
as much calcium as a glass of milk”.
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Amendment by Anne Ferreira

Amendment 170
Article 9, paragraph 1

1. Without prejudice to Directive 
84/450/EEC, a nutrition claim which 
compares the quantity of a nutrient and/or 
the energy value of a food with foods of the 
same category shall only be made if the 
foods being compared are easily identified 
by the average consumer or clearly 
indicated. The difference in the quantity of a 
nutrient and/or the energy value shall be 
stated and the comparison shall relate to the 
same quantity of food.

1. Without prejudice to Directive 
84/450/EEC, a nutrition claim which 
compares the quantity of a nutrient and/or 
the energy value of a food with foods of the 
same category shall only be made if the 
foods being compared are easily identified 
by the average consumer and clearly 
indicated to the final consumer. The 
difference in the quantity of a nutrient and/or 
the energy value shall be stated and the 
comparison shall relate to the same quantity 
of food.

Or. fr

Justification

The list of nutritional claims needs to be adapted to ongoing scientific and technical 
development, so that this list takes the best possible account, with the least time lag, of all new 
knowledge and techniques.

Amendment by Hiltrud Breyer, Jillian Evans

Amendment 171
Article 9, paragraph 1

1. Without prejudice to Directive 
84/450/EEC, a nutrition claim which 
compares the quantity of a nutrient and/or 
the energy value of a food with foods of the 
same category shall only be made if the 
foods being compared are easily identified 
by the average consumer or clearly 
indicated. The difference in the quantity of a 
nutrient and/or the energy value shall be 
stated and the comparison shall relate to the 
same quantity of food.

1. Without prejudice to Directive 
84/450/EEC, a nutrition claim which 
compares the quantity of a nutrient and/or 
the energy value of a food with foods of the 
same category shall only be made if the 
foods being compared are easily identified 
by the average consumer or clearly 
indicated. The difference in the quantity of a 
nutrient and/or the energy value shall be 
stated and the comparison shall relate to the 
same quantity and, where applicable, 
preparation method of food.

Or. en
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Justification

Instructions for the preparation of some foods might differ. For example, in the UK there 
were products on the market, where the ‘light’ version advised consumers to make the drink 
with hot water, whereas the standard version advised them to make it with hot milk. 
Consequently, it is important to refer to the same method of preparation when making 
comparative claims for a food.

Amendment by Adriana Poli Bortone

Amendment 172
Article 9, paragraph 2 a (new)

2a. Products registered pursuant to  
Regulation (EEC n. 2081/92 are excluded 
from the use of any comparative nutrition 
claim.

Or. it

Justification

Products with names registered as PDO or PGI must, in order to use such names, satisfy a 
number of conditions listed in production specifications, thus providing a whole series of 
guarantees as regards manufacturing methods, the ingredients used and origin. Such 
products, subjected to strict controls by the relevant competent authority, have production 
characteristics based on tradition and quality, which cannot be reconciled with the aims of 
comparative nutrition claims. In these cases a comparison, rather than providing the benefit 
of better consumer information, is often misleading.

Amendment by Renate Sommer

Amendment 173
Article 10, paragraph 1

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

1. Health claims shall be permitted if they 
comply with the general requirements in 
Chapter II and the specific requirements in 
this Chapter and have been notified in 
accordance with the procedure in Article 
14, and if
(a) the Commission has raised no 
objections within the period laid down in 
Article 15(1), or,
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(b) where the Commission has raised 
objections, no prohibition has been issued 
under the procedure laid down in Article 16 
within a maximum period of 9 months after 
notification has been filed with the 
Authority.

Or. de

Justification

The Regulation’s aim of providing a high level of consumer protection can just as well be 
achieved through a notification procedure, which is a milder alternative, since a notification 
requirement also ensures that the authorities responsible are informed of the use of health 
claims, so that they can investigate these if there is any doubt as to their truthfulness or 
foundation in scientific fact and, if necessary, prevent their being placed on the market. The 
wording of paragraph 1(a) and (b) guarantees reliable time limits for the decision.

Amendment by Dagmar Roth-Behrendt

Amendment 174
Article 10, paragraph 1

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

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

Or. de

Justification

The Regulation’s aim of providing a high level of consumer protection can just as well be 
achieved through a notification procedure. A notification requirement also ensures that the 
authorities responsible are informed of the use of health claims, so that they can investigate 
these if there is any doubt as to their truthfulness or foundation in scientific fact and, if 
necessary, prevent them from being placed on the market. Moreover, the proposed 
authorisation procedure would not only entail unnecessary red tape but would also pose 
considerable difficulties for small and medium-sized food manufacturers in particular, since 
in general they have neither the experience nor the structures needed to embark on an 
authorisation procedure at European level. Finally, a notification procedure would also 
facilitate innovations in the food sector.
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Amendment by Martin Callanan, Ria Oomen-Ruijten, 

Amendment 175
Article 10, title and paragraph 1

Specific Conditions Specific Conditions for Health Claims
1. Health claims shall be permitted if they 
comply with the general requirements in 
Chapter II and the specific requirements in 
this Chapter and are authorised in 
accordance with this Regulation.

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

Or. en

Amendment by Martin Callanan, Ria Oomen-Ruijten, Jules Maaten, Holger Krahmer

Amendment 176
Article 10, paragraph 1 a (new)

1a. Those wanting to make health claims 
that do not come within the scope of 
Articles 12 or 13 shall notify the competent 
authority of the Member State at the latest 
when the product is first placed on the 
market, and shall do so by submitting a 
model of the label used for the product 
together with the draft advertising material.
If required as a result of monitoring, the 
competent authority of the Member State 
may require the manufacturer or importer 
to present scientific studies and data 
showing that the health claim used meets 
the requirements of this Regulation. 
Notification and claim substantiation 
documents will be passed to the 
Commission to be decided upon. Where a 
claim is rejected, the manufacturer or 
importer of the product will be asked to 
modify/delete the claim from labelling and 
advertising within an appropriate time 
frame.

Or. en
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Justification

According to article 10(1) health claims may only be used if they have been authorised 
pursuant to the provisions of the regulation. However, this authorisation procedure goes too 
far, since it also covers recognised and scientifically proven claims which do not mislead 
consumers. Moreover, the authorisation procedure envisaged is bureaucratic, impractical 
and, especially in the light of the Lisbon strategy, unacceptable. Private operators and 
specially SMEs should have the right to continue using health claims that have been fully 
recognised and scientifically proven at national level even if they are not included in the list 
provided for in Article 12. It is important to underline that SMEs will not be able to afford the 
authorisation procedure introduced by Article 13 and therefore need legal security to 
continue using these health claims.

Amendment by Frédérique Ries

Amendment 177
Article 10, paragraph 1 a (new)

1a. Those intending to make health claims 
which do not come under Articles 12 and 
13 must notify the competent authority of 
the Member State no later than the time 
when the foodstuff is first placed on the 
market and must also submit a sample of 
the product packaging and the intended 
advertising material.
If necessary, as a follow-up measure, the 
competent authority of the Member State 
may ask the manufacturer or importer to 
produce scientific studies and data showing 
that the health claim used meets the 
requirements of the Regulation.  If the 
studies in question have been published in 
an easily accessible publication, reference 
to the publication will be sufficient.  

Or. fr

Justification

SMEs should be given access to functional claims that do not appear on the European 
register by not making a European procedure obligatory if the product is marketed in only 
one Member State and proposing a notification procedure which has proved its worth for 
special dietary foodstuffs  for 25 years.
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Amendment by Martin Callanan

Amendment 178
Article 10, paragraph 2

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

deleted

(a) a statement indicating the importance of 
a balanced diet and a healthy lifestyle;
(b) the quantity of the food and pattern of 
consumption required to obtain the claimed 
beneficial effect;
(c) where appropriate, a statement 
addressed to persons who should avoid 
using the food;
(d) where appropriate, a warning not to 
exceed quantities of the product that may 
represent a risk to health.

Or. en

Amendment by Eija-Riitta Korhola, 

Amendment 179
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 on the 
label and/or provided by other means of 
consumer information:

Or. en

Justification

Other means of consumer information should be sufficient for some products, especially with 
small packages.
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Amendment by Avril Doyle

Amendment 180
Article 10, paragraph 2, point (a)

(a) a statement indicating the importance of 
a balanced diet and a healthy lifestyle;

deleted

Or. en

Justification

Since a registration procedure evaluating the scientific substantiation is foreseen for all 
health claims, specific prohibitions no longer have to be expressively laid down. All claims 
that are scientifically substantiated should be allowed.

Amendment by Eija-Riitta Korhola, Dagmar Roth-Behrendt

Amendment 181
Article 10, paragraph 2, point (a)

(a) a statement indicating the importance of 
a balanced diet and a healthy lifestyle;

(a) where appropriate, a statement 
indicating the importance of a balanced diet 
and a healthy lifestyle;

Or. en

Justification

Some health claims may not have any relation to a balanced diet, for example.

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard

Amendment 182
Article 10, paragraph 2, point (a)

(a) a statement indicating the importance of 
a balanced diet and a healthy lifestyle;

(a) a statement indicating the importance of 
a balanced diet and a healthy lifestyle at a 
prominent place on the label;

Or. en

Justification

The reference to the importance of a balanced diet must be made very clear on the label.
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Amendment by Dagmar Roth-Behrendt

Amendment 183
Article 10, paragraph 2, point (b)

(b) the quantity of the food and pattern of 
consumption required to obtain the claimed 
beneficial effect;

(b) where appropriate, the quantity of the 
food and pattern of consumption required to 
obtain the claimed beneficial effect;

Or. de

Justification

There is no discernible reason why general indications on the importance of a healthy 
lifestyle or indications regarding the quantity and pattern of consumption should be 
compulsory for health claims whilst other indications, in particular warnings, are to be 
included only where appropriate.

Amendment by Holger Krahmer, John Bowis, Horst Schnellhardt, Martin Callanan

Amendment 184
Article 11

Article 11 deleted
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Implied health claims
1. The following implied health claims 
shall not be allowed:
(a) claims which make reference to 
general, non-specific benefits of the 
nutrient or food for overall good health, 
well-being;
(b) claims which make reference to 
psychological and behavioural functions;
(c) without prejudice to Directive 96/8/EC 
claims which make reference to slimming 
or weight control, or to the rate or amount 
of weight loss which may result from their 
use or to a reduction in the sense of hunger 
or an increase in the sense of satiety or to 
the reduction of the available energy from 
the diet;
(d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities, or suggest that 
health could be affected by not consuming 
the food.

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

Or. de

Amendment by Avril Doyle

Amendment 185
Article 11

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

Implied health claims should be authorised 
for use on the Community market if they 
pass harmonised scientific assessment by 
the Authority. 

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

Or. en

Justification

Since a registration procedure evaluating the scientific substantiation is foreseen for all 
health claims, specific prohibitions do not need to be expressly laid down. All claims that are 
scientifically substantiated should be allowed. This amendment is in line with Recital (14) 
which sets out the principle of scientific assessment by the Authority for all health claims.

Amendment by Jules Maaten

Amendment 186
Article 11

Implied health claims Restrictions on the use of certain health
claims



AM\555844EN.doc 97/189 PE 353.660v01-00

EN

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;
(d) nutrition, health or other claims 
implying that a product is of particular 
nutritional value for children.
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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:
(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.

Or. en

Justification

Children are very vulnerable to advertisements and their dietary habits can easily be 
influenced by those. Therefore the WHO in its "Draft global strategy on diet, physical activity 
and health" specifically recommends "Responsible marketing practices that support the 
strategy, particularly with regard to the promotion and marketing of foods high in saturated 
fats, sugar or salt, especially to young children.

Amendment by Martin Callanan

Amendment 187
Article 11

Implied health claims Restrictions on the use of certain health 
claims

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

1. If health claims are used which refer to 
general benefits of food and food 
components for good health or well being, 
they must be formulated to reflect the 
specific evidence on which the claim is 
based and consumer understanding. The 
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health benefits must not go beyond the 
scope of evidence, confuse or mislead the 
consumer.

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

2. The following health claims shall not be 
allowed:

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

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

(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;

(b) Without prejudice to Directive 96/8/EC, 
claims which make reference to the rate or 
amount of weight loss which may result 
from the use of the products bearing such 
claims.

(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.

3. The following health claims are 
acceptable only if explicitly provided for 
under Articles 10(1), 12 or 13(1):

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

(a) claims which make reference to 
psychological and behavioural functions

(b) without prejudice to Directive 96/8/EC, 
claims which make reference to slimming, 
or weight management, or to a reduction in 
the sense of hunger or an increase in the 
sense of satiety, or to the reduction of the 
available energy from the diet.
4. Claims which make reference to 
recommendations or medical opinions of 
doctors or other health professionals or 
their professional associations or charities 
can only be made provided they comply 
with guidelines to be developed by the 
Commission by (date to be indicated) in 
accordance with the procedure referred to 
in Article 23 and following consultation 
with consumer and industry representatives 
or other interested stakeholders.
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Or. en

Justification

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

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

Amendment by Richard Seeber

Amendment 188
Article 11

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) without prejudice to Directive 96/8/EC, 
claims which make reference to the rate or 
amount of weight loss which may result 
from the use of products bearing such 
claims;

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

(b) claims which suggest that health could 
be affected by not consuming the food.

(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;

2. The following health claims shall not be 
allowed, except when explicitly provided for 
in the procedure referred to in Articles 
10(1), 12 or 13(1):

(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.

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

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

(b) claims which make reference to 
psychological and behavioural functions;
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(c) without prejudice to Directive 96/8/EC, 
claims which make reference to slimming, 
or weight management, or to a reduction in 
the sense of hunger or an increase in the 
sense of satiety, or to 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 only be 
allowed if:
(a) the organisation endorsing the claim is 
recognised nationally or at Community 
level;
(b) there exists a written agreement 
between both parties;
(c) details of the endorsement scheme are 
published in an easily accessible manner 
(e.g. on the company’s and recognised 
organisation’s websites).
4. Where appropriate the Commission, 
having first consulted the Authority and the 
food industry and consumers, shall publish 
detailed guidelines for the implementation 
of paragraphs 2 and 3.

Or. en

Justification

Claims, even health claims, that are generally accepted by scientific knowledge and well 
understood by the consumer should be used without undue restrictions.

Amendment by Renate Sommer

Amendment 189
Article 11, title

Implied health claims Restrictions on the use of certain health 
claims

Or. de
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Justification

It should be taken into account that certain health claims are generally scientifically accepted 
and - if this can be proven - that they should therefore be allowed.

Amendment by Dagmar Roth-Behrendt, 

Amendment 190
Article 11, title

Implied health claims Restrictions on the use of certain health
claims

Or. en

Justification

With respect to the content of the article, "Restrictions on the use" is the correct title.

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard

Amendment 191
Article 11, title

Implied health claims Prohibited claims

Or. en

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard, 

Amendment 192
Article 11, paragraph 1, introductory part

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

1. The following claims shall not be 
allowed:

Or. en

Amendment by John Bowis

Amendment 193
Article 11, paragraph 1, introductory part
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1. The following implied health claims shall 
not be allowed:

1. The following health claims shall not be 
allowed unless scientifically substantiated:

Or. en

Justification

Restrictions on the use of health claims should be undertaken on the basis of scientific 
criteria.

Amendment by Ria Oomen-Ruijten

Amendment 194
Article 11, paragraph 1, introductory part

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

1. The following implied health claims shall 
be allowed only if they are based on 
scientific knowledge:

Or. en

Justification

If claims are based on scientific knowledge, it must be possible for consumers to ascertain 
that fact.

Amendment by Dagmar Roth-Behrendt

Amendment 195
Article 11, paragraph 1

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

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

(c) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities,, unless 
scientifically substantiated and notified in 
accordance with this Regulation.

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

Or. en

Amendment by Chris Davies, 

Amendment 196
Article 11, paragraph 1

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

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

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

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

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

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

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

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

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

Or. en

Justification

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

Amendment by Horst Schnellhardt

Amendment 197
Article 11, paragraph 1, introduction and points (a) and (b)

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 make direct reference to 
general, non-specific benefits of the nutrient 
or food for overall good health, well-being 
in so far as they are likely to deceive 
consumers;

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

(b) claims which make reference to 
psychological and behavioural functions in 
so far as they are likely to deceive 
consumers;

Or. de

Justification

Article 11 should be deleted completely from the proposal for a regulation for the same 
reasons as Article 4. 
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The prohibitions in Article 11 reflect health policy convictions and as such are not covered by 
the legal base of Article 95 of the EC Treaty. They are also at odds with the principle that 
relevant, scientifically justified claims must be permissible, and with the principle that there 
are no good or bad foods, only good or bad eating habits. In addition, they in no way 
represent harmonisation of food laws, since there are absolutely no corresponding rules in 
any EU Member State.

Amendment by Renate Sommer

Amendment 198
Article 11, paragraph 1, point (a)

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

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

Or. de

Justification

It should be taken into account that certain health claims are generally scientifically accepted 
and - if this can be proven  - that they should therefore be allowed. 

Amendment by Renate Sommer

Amendment 199
Article 11, paragraph 1, point (b)

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

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

Or. de

Amendment by Ria Oomen-Ruijten

Amendment 200
Article 11, paragraph 1, point (c)
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(c) without prejudice to Directive 96/8/EC 
claims which make reference to slimming or 
weight control, or to the rate or amount of 
weight loss which may result from their use 
or to a reduction in the sense of hunger or 
an increase in the sense of satiety or to the 
reduction of the available energy from the 
diet;

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

Or. en

Justification

If claims are based on scientific knowledge, it must be possible for consumers to ascertain 
that fact.

Amendment by Françoise Grossetête

Amendment 201
Article 11, paragraph 1, point (c)

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

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

Or. fr

Justification

There is a perfectly clear scientific definition of satiety, namely ‘the state of not being hungry 
between two meals’. Furthermore, as soon as a scientific dossier exists on this point, it should 
be possible for it to be submitted to the experts of the European Food Safety Agency and the 
Commission.

Amendment by Dorette Corbey

Amendment 202
Article 11, paragraph 1, point (c)
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(c) without prejudice to Directive 96/8/EC
claims which make reference to slimming or 
weight control, or to the rate or amount of 
weight loss which may result from their use 
or to a reduction in the sense of hunger or 
an increase in the sense of satiety or to the 
reduction of the available energy from the 
diet;

(c) 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. nl

Amendment by Renate Sommer

Amendment 203
Article 11, paragraph 1, point (c)

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

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

Or. de

Amendment by Phillip Whitehead, Linda McAvan, John Bowis

Amendment 204
Article 11, paragraph 1, point (c)

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

(c) without prejudice to Directive 96/8/EC, 
claims which make reference to slimming or 
weight control, or to the amount or rate 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. However, this provision should not 
apply to diet monitoring systems which are 
registered trademarks;
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Or. en

Justification

This Regulation should not seek to outlaw diet monitoring systems such as “weight watchers” 
which are well established in Europe and do provide bona fide mechanisms for weight loss. 
This includes labelling on products where their role in achieving weight loss is clearly 
presented in the context of the programme.

Amendment by Ria Oomen-Ruijten

Amendment 205
Article 11, paragraph 1, point (d)

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

deleted

Or. en

Amendment by Phillip Whitehead, Linda McAvan, Martin Callanan

Amendment 206
Article 11, paragraph 1, point (d)

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

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

Or. en

Justification

Charities’ associations with food manufacturers can allow them to make substantial amounts 
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of money for research, health education, care and rehabilitation initiatives. Relationships 
such as these also help raise awareness of charities and their work, and fundraising 
campaigns are often placed alongside key messages on health which reach a wide audience. 
Claims made in the context of such associations and campaigns should not be prohibited 
when made by recognised organisations involved in the promotion of public health and the 
education of the consumer regarding diet and lifestyle.

Amendment by Hiltrud Breyer, Jillian Evans

Amendment 207
Article 11, paragraph 1, point (d)

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

d) claims which make reference to the 
advice of doctors or other health 
professionals, or their professional 
associations, or charities, unless there is an 
established and clear relationship between 
the specific nutrient or ingredient and the 
related advice of independent associations 
or charities, or suggest that health could be 
affected by not consuming the food.

Or. en

Justification

At present the basis for making a claim in relation to advice from health professions, or an 
endorsement from a charity is not clear to the consumer. The advice/endorsement could be 
made for health or financial reasons, but the consumer has no way of knowing. There should 
therefore be a clear relationship between the food and the reason for the advice/endorsement.

Amendment by Dorette Corbey

Amendment 208
Article 11, paragraph 1, point (d a) (new)

(da) Nutrition, health or other claims 
implying that a product is of particular 
nutritional value for children, unless they 
are in compliance with the requirements of 
Article 4(1). 

Or. nl
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Amendment by Genowefa Grabowska

Amendment 209
Article 11, paragraph 1, point (d a) (new)

(da) nutrition, health or other claims
implying that a product is of particular
nutritional value for children, unless they 
are in compliance with the requirements of 
Article 4(1).

Or. en

Justification

Children are very vulnerable to advertisements and their dietary habits can easily be 
influenced by those. Therefore the WHO in its "Draft global strategy on diet, physical activity 
and health" specifically recommends "Responsible marketing practices that support the 
strategy, particularly with regard to the promotion and marketing of foods high in saturated 
fats, sugar or salt, especially to young children.

Amendment by Renate Sommer

Amendment 210
Article 11, paragraph 1, point (d a) (new)

(da) claims which are exclusively directed 
at children.

Or. de

Justification

The possibility of children being the target of health claims should be excluded.

Amendment by Evangelia Tzampazi

Amendment 211
Article 11, paragraph 1, point (d a) (new)

(da) health claims directed exclusively or 
principally at children.

Or. el
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Justification

Children constitute a large and specific category of consumer. They are, however, 
impressionable and easily influenced by misleading messages.

Amendment by Ria Oomen-Ruijten

Amendment 212
Article 11, paragraph 1 a (new)

1a. The following implied health claims 
shall not be allowed: claims which suggest 
that health could be affected by not 
consuming the food and claims which 
make reference to the advice of doctors or 
other health professionals, or their 
professional associations, or charities, 
unless they are derived from nationally 
recognised organisations which have been 
recognised by the Authority.

Or. en

Justification

If claims are based on scientific knowledge, it must be possible for consumers to ascertain 
that fact.

Amendment by Ria Oomen-Ruijten

Amendment 213
Article 11, paragraph 2

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

2. Where appropriate, the Commission, 
having first consulted the Authority and 
organisations representing the food 
industry and consumers, shall publish 
detailed guidelines for the implementation of 
this article.

Or. en

Justification

It is desirable that the Commission should also consult interested parties and draw on their 
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knowledge.

Amendment by Anne Ferreira

Amendment 214
Article 11, paragraph 2

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

2. Where appropriate, the Commission 
having first consulted the Authority shall 
publish detailed guidelines for the 
implementation of this article, drawn up in 
accordance with the procedure envisaged 
in Article 23.

Or. fr

Justification

It should be specified that these guidelines are to be determined using the comitology 
procedure.

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard, 
Dimitrios Papadimoulis

Amendment 215
Article 11 a (new)

Article 11 a

Prohibition of claims directed at children

Nutrition, health or other claims falling 
within the scope of this Regulation shall 
not be directed exclusively or principally at 
children. No nutrition, health or other 
claims falling within the scope of this 
Regulation shall be admissible on any 
product falling within the scope of 
Commission Directive 91/321/EEC of 14 
May 1991 on infant formulae and follow-
on formulae1 or Commission Directive 
96/5/EC, Euratom of 16 February 1996 on 
processed cereal-based foods and baby 
foods for infants and young children2.
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1 OJ L 175, 4.7.1991, p. 35.
2 OJ L 49, 28.2.1996, p. 17. 

Or. en

Justification

Children are very vulnerable to advertisements and their dietary habits can easily be 
influenced by those. Therefore the WHO in its "Draft global strategy on diet, physical activity 
and health" specifically recommends "Responsible marketing practices that support the 
strategy, particularly with regard to the promotion and marketing of foods high in saturated 
fats, sugar or salt, especially to young children."

In order to avoid that breastfeeding is substituted by infant formulae, it is necessary to avoid 
claims to be made on these substitute products, in line with the World Health Assembly 
resolution 55.25 from May 2002 urging its member states "to ensure that the introduction of 
micronutrient interventions and the marketing of nutritional supplements do not replace, or 
undermine support for the sustainable practice of, exclusive breastfeeding and optimal 
complementary feeding” (WHA 55.25, May 2002).

Amendment by Avril Doyle

Amendment 216
Article 12, paragraph 1

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

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

Or. en
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Justification

Laying down the exact wording of a health claim will result in a major bureaucratic and time-
consuming burden as business operators will have to apply for every variation in the wording 
of the claim. Furthermore it would go far beyond the legitimate effort of improving consumer 
protection. Therefore the list of permitted claims shall only contain an illustrative example. 
Business operators may then use within their responsibilities claims with the same meaning

Amendment by Martin Callanan, Ria Oomen-Ruijten

Amendment 217
Article 12, paragraph 1

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

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

Or. en

Justification

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

Amendment by Hiltrud Breyer, Jillian Evans

Amendment 218
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 

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 taking into consideration 
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average consumer, may be made if they are 
included in the list provided for in paragraph 
2.

the composition of the whole food, which 
are well understood by the average 
consumer, may be made if they are included 
in the list provided for in paragraph 2.

Or. en

Justification

The suggested wording of this article seems to exclude health claims describing the general 
role of some whole foods, such as fruit and vegetable or whole grains. This is an unjustified 
restriction and the article must therefore be amended accordingly.

Amendment by Dagmar Roth-Behrendt

Amendment 219
Article 12, paragraph 1

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

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

Or. en

Justification

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

Amendment by Renate Sommer

Amendment 220
Article 12, paragraph 1

1. By way of derogation from Article 10 (1), 1. By way of derogation from Article 10 (1), 
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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.

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 
and properly substantiated scientific data 
and well understood by the average 
consumer, may be made if they are included 
in the list provided for in paragraph 2.

Or. de

Justification

By referring to properly substantiated scientific data, the amendment aims to ensure that the 
requirement of scientific substantiation is sensible and achievable.

Amendment by Richard Seeber

Amendment 221
Article 12, paragraph 1

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

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

Or. en

Amendment by John Bowis

Amendment 222
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 

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 
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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.

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

Or. en

Justification

The term ‘generally accepted data’ has not been defined. The amendment seeks to clarify this 
point.

Amendment by Martin Callanan

Amendment 223
Article 12, paragraph 1

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

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

Or. en

Justification

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

Amendment by Ria Oomen-Ruijten, Martin Callanan, Avril Doyle

Amendment 224
Article 12, paragraph 2

2. Member States shall provide the 
Commission with lists of claims as referred 

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

referred to in paragraph 1 by ... at the latest 
[last day of the month of adoption of this 
Regulation + 1 year].

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

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

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

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

Or. en

Amendment by Richard Seeber

Amendment 225
Article 12, paragraph 2, subparagraphs 1 and 2

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

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

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

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

Justification

Interested parties should be given the opportunity to make proposals to the Commission for 
diet/health relationships and for modifications of the list. For reasons of the practicability the 
list should not contain the exact wording of a claim but rather a general reference to the 
diet/health relationship (e.g. calcium - stabilisation of the bone density).

Amendment by Françoise Grossetête

Amendment 226
Article 12, paragraph 2, subparagraphs 1 and 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. After consulting the parties involved, 
Member States shall provide the 
Commission with lists of relationships
between nutrients/substances and function, 
as referred to in paragraph 1 by … at the 
latest [last day of the month of adoption of 
this Regulation + 1 year].

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

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

Or. fr

Justification

The adoption of a list of relationships between nutrients/substances and function is preferable 
to a list of claims, which would be restrictive.

Amendment by Dagmar Roth-Behrendt

Amendment 227
Article 12, paragraph 2, subparagraph 1
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2. Member States shall provide the 
Commission with lists of claims as referred 
to in paragraph 1 by … at the latest [last day 
of the month of adoption of this Regulation 
+ 1 year].

2. Member States and stakeholders (i.e. 
notably consumer groups and industry 
representatives) shall provide the 
Commission with lists of claims as referred 
to in paragraph 1 by ... at the latest [last day 
of the month of adoption of this Regulation 
+ 1 year] .

Or. en

Amendment by Richard Seeber

Amendment 228
Article 12, paragraph 3

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

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

Or. en

Justification

The claims concerned describe a generally recognised role of a nutrient or other substance, 
they are understood by and not misleading the consumer. Therefore an adequate transition 
period should be granted to food industry to empty stocks and to change labels. 

Amendment by Anne Ferreira

Amendment 229
Article 13

Article 13
Reduction of disease risk claims

1. By way of derogation from Article 2 (1) 

deleted
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of Directive 2000/13/EC, reduction of 
disease risk claims may be made where they 
have been authorised in accordance with 
this Regulation.
2. In addition to the general requirements 
laid down in this Regulation and the 
specific requirements of paragraph 1, for 
reduction of disease risk claims the label 
shall also bear a statement indicating that 
diseases have multiple risk factors and that 
altering one of these risk factors may or 
may not have a beneficial effect.

Or. fr

Justification

The possibility of authorising claims regarding reduction of a disease risk cannot be 
envisaged; any measure to prevent or treat a pathology should be the subject of medical 
diagnostics and, if need be, the prescription of a diet by a health professional.

Amendment by Frédérique Ries and Chris Davies

Amendment 230
Article 13

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

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

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

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

Or. fr

Justification

To bring this article in line with amendments proposed to article 2, it also necessary to 
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change the wording so that “disease risk” becomes “disease risk factor”.

Amendment by Dagmar Roth-Behrendt

Amendment 231
Article 13, paragraph 1

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

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

Or. de

Justification

This amendment follows necessarily from the amendment to Article 10 (1) and the change to a 
notification procedure provided for in it.

Amendment by Hiltrud Breyer, Jillian Evans, Kartika Tamara Liotard

Amendment 232
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 
provisions.
1a. The application shall be sent to the 
national competent authority of a Member 
State.

The Authority: (a) The national competent 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;

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

(ii) shall inform without delay the 
European Food Safety Authority 
(hereinafter referred to as "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

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

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

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

(ii) shall make the summary of the dossier 
referred to in paragraph 3(f) available to the 
public. The public shall have the 
opportunity to comment on the dossier 
during the four weeks following its 
publication.

Or. en

Justification

The decentralised procedure should not be replaced by a centralised procedure, which would 
give the EFSA a role similar to the FDA. The EP has repeatedly underlined that it considers 
that EFSA should be an independent risk assessment and risk communication agency, which 
is not undertaking central risk management tasks.
The public should have the opportunity to comment on the submitted dossier within a certain 
timeframe to express concerns or/and to ask additional questions to both the dossier provider 
and the scientists.

Amendment by Renate Sommer

Amendment 233
Article 14, title and paragraph 1

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

1. Notification in accordance with Article 
10(1) shall be made to the Authority by the 
manufacturer when the product is first 
placed on the market or, in the case of a 
product manufactured in a third country, 
by the importer.

The Authority: The Authority:

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

(a) shall acknowledge receipt of the
notification in writing within 14 days of its 
receipt. The acknowledgement shall state the 
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date of receipt of the application; date of receipt of the notification;
(b) shall inform without delay the Member 
States and the Commission of the 
application and shall make the application
and any supplementary information supplied 
by the applicant available to them; 

(b) shall inform without delay the Member 
States and the Commission of the 
notification and shall make the notification
and any supplementary information supplied 
by the manufacturer or importer available 
to them;

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

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

Or. de

Justification

The authorisation procedure proposed by the Commission is replaced by a less onerous 
notification procedure. Retaining the requirement to produce relevant supporting documents 
ensures that the competent authorities have all the necessary information. The most important 
difference between this and the system proposed by the Commission is that the lengthy 
authorisation procedure does not have to be gone through in every case. 

If doubts should arise with regard to scientific substantiation, the information submitted 
under the notification procedure still means that the necessary investigations can be carried 
out.

In accordance with normal modern administrative practice, electronic means of 
communication should be used in order to simplify administrative procedures. This is also 
important in ensuring easier access for SMEs to administrative procedures.

Amendment by Dagmar Roth-Behrendt

Amendment 234
Article 14, title and paragraph 1

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

1. Notification in accordance with Article 
10(1) shall be made to the Authority.

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

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



PE 353.660v01-00 126/189 AM\555844EN.doc

EN

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

(b) shall inform without delay the Member 
States and the Commission of the 
notification and shall make the notification
and any supplementary information supplied 
by the manufacturer or importer available 
to them;

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

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

Or. de

Justification

This amendment follows necessarily from the amendment to Article 10 (1) and the change to a 
notification procedure provided for in it.

Amendment by Avril Doyle, John Bowis

Amendment 235
Article 14, paragraph 1, point (a)

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

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

Or. en

Amendment by John Bowis

Amendment 236
Article 14, paragraph 1, point (b)

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

deleted

Or. en
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Justification

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

Amendment by Françoise Grossetête, Renate Sommer, John Bowis

Amendment 237
Article 14, paragraph 1, point (c)

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

deleted

Or. en

Justification

Public access to the dossier, from the time when the application is presented, does not appear 
justified. On the one hand it would run counter to any commercial confidentiality clause, and 
on the other hand it would impair the readability of the document as a whole for the public.

Amendment by Renate Sommer, Dagmar Roth-Behrendt

Amendment 238
Article 14, paragraph 2, introductory part

2. The application shall be accompanied by 
the following particulars and documents:

2. The notification shall be accompanied by 
the following particulars and documents:

Or. de

Amendment by Renate Sommer, 

Amendment 239
Article 14, paragraph 2, point (a)

(a) the name and address of the applicant; (a) the name and address of the 
manufacturer or importer;
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Or. de

Justification

Verification of the wording has been replaced by conveying the content of the message. The 
Commission wants the wording of health claims to be checked by the European Food Safety 
Authority (EFSA). However, the EFSA is only responsible for scientific assessment and is 
neither empowered nor has the expertise to deal with matters of communication.

Amendment by Dagmar Roth-Behrendt

Amendment 240
Article 14, paragraph 2, point (a)

(a) the name and address of the applicant; (a) the name and address of the 
manufacturer or importer;

Or. de

Amendment by Françoise Grossetête

Amendment 241
Article 14, paragraph 2, point (d)

(d) a copy of other scientific studies which 
are relevant to that health claim;

(d) a copy of other scientific studies which 
are relevant to that health claim; the 
scientific substantiation of the claims 
should be proportional to the nature of the 
benefits claimed by the source requesting 
the approval;

Or. fr

Justification

In accordance with the general principles adopted in the regulation setting up the European 
Food Safety Authority, this Regulation should establish proportionality levels in terms of the 
nature of the claims being made for the product: the level of scientific substantiation required 
for claims of disease risk reduction therefore needs to be higher than the level required for a 
functional claim.
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Amendment by Dagmar Roth-Behrendt

Amendment 242
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 of the health 
claim;

Or. de

Amendment by Renate Sommer

Amendment 243
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) proposals conveying an identical 
message 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;

Or. de

Justification

The authorisation procedure proposed by the Commission is replaced by a less onerous 
notification procedure. Retaining the requirement to produce relevant supporting documents 
ensures that the competent authorities have all the necessary information. The most important 
difference between this and the system proposed by the Commission is that the lengthy 
authorisation procedure does not have to be gone through in every case.

Amendment by Johannes Blokland

Amendment 244
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 of the health 
claim for which authorisation is sought, in 
all Community languages in which the 
applicant wishes to make use of the claim, 
including, as the case may be, specific 
conditions for use;
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Or. nl

Justification

Many foodstuffs are distributed only in a limited area. Producers who operate only in one 
Member State or in a limited number of Member States must not be compelled to pay 
expensive translation agencies to translate their claim into a language which they will never 
use.

Amendment by John Bowis

Amendment 245
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) an illustrative example of the wording 
and content, in the languages of the 
countries where the product is intended to 
be marketed, of the health claim for which 
authorisation is sought including, as the case 
may be, specific conditions for use;

Or. en

Justification

The requirement to translate the proposed claim in all EU Member State languages is 
unnecessary and excessively onerous, especially if a product is intended only for one or a few 
countries.

Amendment by Ria Oomen-Ruijten

Amendment 246
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) an illustrative example of wording of 
the claim in the language in which the 
dossier is presented to the Authority and as 
the case may be, specific conditions for use;

Or. en

Justification

The scientific relationship and the meaning of a claim can and should be subject to prior 
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approval but is essential to give manufactures a degree of flexibility in communicating 
messages regarding diet and health to consumers. Whilst the overall message remains the 
same, flexibility in communicating this message allows manufactures to follow the dynamics 
of the market and the evolution of consumer knowledge. It is necessary to distinguish between 
the scientific relationship and the communication of the claim.

Amendment by Riitta Myller

Amendment 247
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 of the health 
claim for which authorisation is sought 
including, as the case may be, specific 
conditions for use;

Or. fi

Justification

The requirement for applicants to forward the wording of the claim in all official languages 
of the Community is unnecessarily onerous for all economic operators, not only SMEs. There 
are different traditions as regards the presentation of information in different linguistic and 
cultural areas. It would be most appropriate to leave it to Member States' experts to assess 
the wording of claims in the various languages, for example as part of the procedure for 
approving claims (regulatory committee procedure).

Amendment by Chris Davies

Amendment 248
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 the 
language(s) of the Member State(s) where 
authorisation for use is sought , of the 
health claim for which authorisation is 
sought including, as the case may be, 
specific conditions for use;”

Or. en

Justification

It is a major imposition for companies, especially SMEs, to have to translate the claims under 
application into each Community language. This is particularly so if the products concerned 
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are only destined to be marketed in one or two Member States. It would be appropriate for a 
sensible and proportionate approach – such as the need for only the language(s) of the 
country(ies) in which the claim is expected to be made - to be reflected in rules to be 
established under Article 14(3) in accordance with the procedure referred to in Article 23(2).

Amendment by Holger Krahmer, Jules Maaten

Amendment 249
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 a
Community language, of the health claim 
for which authorisation is sought including, 
as the case may be, specific conditions for 
use;

Or. de

Justification

It  would be asking too much of applicants, especially small and medium-sized companies, to 
assess the relevant wording in all Community languages. Unnecessary bureaucratic expense 
and high costs for applicants can be avoided by only requiring the wording to be submitted in 
one Community language.

Amendment by Thomas Ulmer

Amendment 250
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) keywords, in all Community languages, 
for the health claim for which authorisation 
is sought including, as the case may be, 
specific conditions for use;

Or. de

Justification

It is the task of the European Food Safety Authority to verify the scientific substantiation for 
the claims. This is not a question of scrutinising specific wording.
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Amendment by María del Pilar Ayuso González, Cristina Gutiérrez-Cortines

Amendment 251
Article 14, paragraph 2, point (e)

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

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

Or. en

Justification

The procedure proposed by the Commission would not recognise the need to take account of 
the evolution of consumer knowledge and perception (which cannot, a priori, be evaluated 
beforehand). This could therefore give rise to a situation in which manufacturers are 
requesting approval for a different wording in order to establish a relationship which has 
already been approved, which would then mean doubling the work of the European Food 
Safety Authority.

Amendment by Martin Callanan

Amendment 252
Article 14, paragraph 2, point (e)

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

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

Or. en

Amendment by Martin Callanan

Amendment 253
Article 14, paragraph 2, point (e a) (new)

(ea) scientific data proportional to the 
nature of the benefits claimed by the 
assertions

Or. en
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Justification

Whilst the relationship between the scientific substantiation and the meaning of the claim can 
be subject of approval, it is essential to give manufacturers a degree of flexibility regarding 
the communication of the claim. As it is, the Commission Proposal does not take this into 
account.

Amendment by Anne Ferreira

Amendment 254
Article 14, paragraph 2, point (e a) (new)

(ea) a sample of the proposed food 
packaging on which a claim will be made, 
clearly showing the wording of the claim 
and the label used;

Or. fr

Justification

By virtue of Article 24, Member States have the right to ask for a sample of the labelling used 
for a food for which the manufacturer is making a claim.

As part of the health claims approval procedure to which this Article 14 refers, over and 
above the proposed wording of the claim for which authorisation is being sought, a sample of 
the proposed packaging should also be supplied, clearly showing the wording of the claim 
and the label used.  With regard to information, both the content and the form are equally 
important, and can have a greater or lesser impact on the attitudes of potential buyers.

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard

Amendment 255
Article 14, paragraph 3

3. Implementing rules for the application of 
this Article, including rules concerning the 
preparation and presentation of the 
application shall be established in 
accordance with the procedure referred to in 
Article 23 (2), after consultation of the 
Authority.

3. Implementing rules for the application of 
this Article, including rules concerning the 
preparation and presentation of the 
application, shall be established in 
accordance with the procedure referred to in 
Article 23 (2), after consultation of the 
Authority and a consumer panel to judge 
the perception and understanding of the 
claim.
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Or. en

Justification

While the setting of a defined range of information to be submitted is recognised, it is equally 
important to check for the perception of claims, which can be best done through a consumer 
panel to be consulted within the authorisation procedure

Amendment by John Bowis

Amendment 256
Article 14, paragraph 3

3. Implementing rules for the application of 
this Article, including rules concerning the
preparation and presentation of the 
application shall be established in 
accordance with the procedure referred to in 
Article 23 (2), after consultation of the 
Authority.

3. Implementing rules for the application of 
this Article, including rules for preparation 
and presentation of the application, shall 
reflect the need to avoid unnecessary 
burdens on the applicants and the 
Authority, and shall be established in 
accordance with the procedure referred to in 
Article 23(2), after consultation of the 
Authority.

Or. en

Justification

It is necessary for the procedures to be proportionate. Many of the applicants may be SMEs 
and should not be called upon to provide more data than is needed to substantiate the claim 
in question. The implementing rules should reflect these considerations.

Amendment by Renate Sommer

Amendment 257
Article 14, paragraph 3

3. Implementing rules for the application of 
this Article, including rules concerning the 
preparation and presentation of the 
application shall be established in 
accordance with the procedure referred to in 
Article 23 (2), after consultation of the 
Authority.

3. Implementing rules for the application of 
this Article, including rules concerning the 
preparation and presentation of the 
notification shall be established in 
accordance with the procedure referred to in 
Article 23 (2), after consultation of the 
Authority.

Or. de
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Amendment by Françoise Grossetête

Amendment 258
Article 14, paragraph 3 a (new)

3a.  SMEs should be given substantial aid 
in preparing the dossiers, and, if need be, 
arrangements should be made for 
exemption so as to enable them to fulfil the 
new obligations inherent in the 
implementation of this Regulation.

Or. fr

Justification

SMEs must not be penalised by the implementation of the new system.

Amendment by Renate Sommer

Amendment 259
Article 14, paragraph 4

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

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

Or. de

Amendment by Urszula Krupa

Amendment 260
Article 14, paragraph 4

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

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

preparation and the presentation of 
applications. The rules concerning the 
preparation and presentation of 
applications shall include a provision 
granting the right to the applicant to defend 
its application in front of the Authority. 
This provision will explicitly include the 
right to provide additional data in the 
course of the evaluation of the dossier by 
the Authority.

Or. en

Justification

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

Amendment by Renate Sommer

Amendment 261
Article 14 a (new)

Reasoned opinion of the Commission and 
opinion of the Authority
1. The Commission may, within four 
months of submission of the notification in 
accordance with Article 10(1), deliver to the 
Authority a reasoned opinion if it has 
reached the conclusion that a health claim 
does not comply with the general 
requirements set out in Chapter II or the 
specific requirements in this Chapter.
2. Delivery of the reasoned opinion shall 
imply that the Authority is called upon to 
draw up an opinion on the consistency of 
the health claim with the general 
requirements set out in Chapter II and the 
specific requirements in this Chapter. 
3. The Authority shall notify the 
manufacturer or importer without delay 
that use of the health claim must cease 
until such time as either 
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- a favourable decision has been reached in 
accordance with the procedure set out in 
Article 16 or
- a period of six months has elapsed since 
receipt of the notification in accordance 
with Article 10(1) without any decision 
being reached.

Or. de

Justifications

The amendment sets out the detailed arrangements for a ‘Reasoned opinion of the 
Commission’.

Amendment by Dagmar Roth-Behrendt

Amendment 262
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. Where there are doubts regarding the 
scientific substantiation of a health claim 
the Authority may, at the request of the 
Commission, be called upon to draw up an 
opinion. In giving its opinion, the Authority 
shall endeavour to respect a time limit of 
three months from the date of receipt of the 
notification. That time limit shall be 
extended where the Authority seeks 
supplementary information from the 
manufacturer or importer pursuant to 
paragraph 2.

Where there are such serious concerns with 
regard to the scientific substantiation of a 
health claim that a favourable opinion by 
the Authority cannot be expected, the 
Commission may forbid the continued use 
of the health claim.

Or. de

Justification

This amendment follows necessarily from the amendment to Article 10 (1) and the change to a 
notification procedure provided for in it.
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Amendment by Renate Sommer

Amendment 263
Article 15, paragraph 1

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

1. In giving its opinion, the Authority shall 
respect a time limit of six months from the 
date of receipt of the Commission’s 
reasoned opinion. That time limit shall be 
extended where the Authority seeks 
supplementary information from the 
applicant pursuant to paragraph 2.

Or. de

Justification

This wording will guarantee reliable time limits for the decision.

Amendment by Frédérique Ries

Amendment 264
Article 15, paragraph 1

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

1. In giving its opinion, the Authority shall 
respect a time limit of 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.

Or. fr

Amendment by Urszula Krupa

Amendment 265
Article 15, paragraph 2
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2 The Authority may, where appropriate, 
request the applicant to supplement the 
particulars accompanying the application 
within a specified time limit.

2. The applicant shall have direct access to 
the competent panel of the Authority 
including the right to be auditioned and the 
right to provide additional particulars to the 
dossier.

Or. en

Justification

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

Amendment by Renate Sommer

Amendment 266
Article 15, paragraph 2

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

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

Or. de

Amendment by Françoise Grossetête

Amendment 267
Article 15, paragraph 2

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

2. The Authority may, where appropriate, 
request the applicant to supplement the 
particulars accompanying the application 
within a specified time limit.  The applicant 
shall have the possibility of entering into 
direct contact with the Authority’s experts, 
and, if need be, request a hearing.

Or. fr
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Justification

If need be, the applicant should have the right to be heard by the Authority’s experts so as to 
provide the necessary additional information.

Amendment by Dagmar Roth-Behrendt

Amendment 268
Article 15, paragraph 3

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

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

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

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

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

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

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

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

Or. de

Amendment by Renate Sommer

Amendment 269
Article 15, paragraph 3

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

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

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

(a) that the proposed wordings of the health 
claim are substantiated by scientific data; 

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

(b) that the wordings of the health claim 
comply with the criteria laid down in this 
Regulation;

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

(c) that the proposed wordings of the health 
claim are understandable and meaningful to 
the consumer.
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Or. de

Justification

The EFSA’s task is to carry out a scientific assessment of a wording of the health claim which 
conveys an identical message.

Amendment by Renate Sommer, Dagmar Roth-Behrendt

Amendment 270
Article 15, paragraph 4, point (a)

(a) the name and address of the applicant; (a) the name and address of the 
manufacturer or importer;

Or. de

Amendment by Renate Sommer

Amendment 271
Article 15, paragraph 4, point (c)

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

(c) wording conveying an identical message 
to that of the proposed health claim; 

Or. de

Amendment by John Bowis

Amendment 272
Article 15, paragraph 4, point (c)

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

(c) the illustrative example of the wording
and content, in the languages of the 
countries where the product is intended to 
be marketed, of the proposed health claim;
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Or. en

Justification

The requirement to translate the proposed claim in all EU Member State languages is 
unnecessary and excessively onerous, especially if a product is intended only for one or a few 
countries.

Amendment by Frédérique Ries

Amendment 273
Article 15, paragraph 4, point (c)

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

(c) the recommended wording, in the 
languages of the Member States in which 
the product is to be sold;

Or. fr

Amendment by Ria Oomen-Ruijten

Amendment 274
Article 15, paragraph 4, point (c)

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

(c) the meaning and an illustrative wording 
of the proposed health claim;

Or. en

Amendment by Martin Callanan, María del Pilar Ayuso González, Cristina Gutiérrez-Cortines

Amendment 275
Article 15, paragraph 4, point (c)

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

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

Or. en
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Amendment by Thomas Ulmer, 

Amendment 276
Article 15, paragraph 4, point (c)

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

(c) keywords, in all Community languages, 
for the health claim;

Or. de

Amendment by Holger Krahmer, Jules Maaten

Amendment 277
Article 15, paragraph 4, point (c)

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

(c) the recommended wording, in a 
Community language, of the proposed 
health claim;

Or. de

Amendment by Dagmar Roth-Behrendt

Amendment 278
Article 15, paragraph 4, point (c)

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

(c) an illustrative example of the wording, 
in all Community languages, of the proposed 
health claim;

Or. de
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Amendment by Frédérique Ries

Amendment 279
Article 15, paragraph 4 a (new)

4a.  Where there is a conditional opinion 
about the health claim, that opinion shall 
be forwarded to the applicant.  The 
applicant shall have one month from the 
date of receipt of the opinion to provide 
further information to the authority, before 
the final adoption and publication of the 
opinion.

Or. fr

Amendment by Urszula Krupa

Amendment 280
Article 15, paragraph 4 a (new)

4a. Applicants shall have a one-month 
right of appeal against a negative or 
conditional positive EFSA assessment of 
the scientific merits of a claim.

Or. en

Justification

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

Amendment by Renate Sommer

Amendment 281
Article 15, paragraph 5

5. The Authority shall forward its opinion to 
the Commission, the Member States and the 
applicant, including a report describing its 
assessment of the health claim and stating 
the reasons for its opinion.

5. The Authority shall forward its opinion to 
the Commission, the Member States and the 
manufacturer or importer, including a 
report describing its assessment of the health 
claim and stating the reasons for its opinion.
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Or. de

Amendment by Frédérique Ries

Amendment 282
Article 15, paragraph 5

5. The Authority shall forward its opinion to 
the Commission, the Member States and the 
applicant, including a report describing its 
assessment of the health claim and stating 
the reasons for its opinion.

5. The Authority shall forward its opinion to 
the Commission, the Member States and the 
applicant, including a report describing its 
assessment of the health claim and stating 
the reasons for its final opinion.

Or. fr

Justification

It is important to guarantee the efficiency of the decision-making process, and to this end 
there should be an absolute deadline for four months for the EFSA to return its final opinion.  
The payoff is that the source making the request will have a month within which to appeal, 
should there be uncertainty as to the scientific substantiation advanced for a claim. 

Amendment by Renate Sommer

Amendment 283
Article 16, title and paragraph 1

Community Authorisation Decision on the reasoned opinion
1. Within three months of receipt of the 
opinion of the Authority, the Commission 
shall submit to the Committee referred to in 
Article 23(1) a draft of the decision to be 
taken in respect of the application, 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 one month of receipt of the 
opinion of the Authority, the Commission 
shall submit to the Committee referred to in 
Article 23(1) a draft of the decision to be 
taken, taking into account the opinion of the 
Authority and any relevant provisions of 
Community law. Where the draft Decision is 
not in accordance with the opinion of the 
Authority, the Commission shall provide an 
explanation for the differences.
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Or. de

Justification

It is not clear what other legitimate factors could be relevant in taking a decision as to the 
scientific substantiation of a claim. The question to be decided is simply whether a health 
claim is truthful and scientifically substantiated or not. There is no place for other general or 
health-policy considerations.

Amendment by Dagmar Roth-Behrendt

Amendment 284
Article 16, title and paragraph 1

Community Authorisation Decision on notification
1. Within three months of receipt of the 
opinion of the Authority, the Commission 
shall submit to the Committee referred to in 
Article 23(1) a draft of the decision to be 
taken in respect of the application, 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 three months of receipt of the 
opinion of the Authority, the Commission 
shall submit to the Committee referred to in 
Article 23(1) a draft of the decision to be 
taken in respect of the notification, 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.

Or. de

Amendment by Renate Sommer

Amendment 285
Article 16, paragraph 4

4. The Commission shall without delay 
inform the applicant of the decision taken 
and publish details of the decision in the 
Official Journal of the European Union.

4. The Commission shall without delay 
inform the manufacturer or importer of the 
decision taken and publish details of the 
decision in the Official Journal of the 
European Union.
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Or. de

Amendment by Renate Sommer

Amendment 286
Article 17, title and paragraph 1

Modification, suspension and revocation of 
authorisations

Modification, suspension and revocation of 
decisions

1. The authorisation-holder may, in 
accordance with the procedure laid down in 
Article 14, apply for a modification of an 
existing authorisation.

1. The manufacturer or importer may, in 
accordance with the procedure laid down in 
Article 14, apply for a modification of an 
existing authorisation.

Or. de

Amendment by Renate Sommer

Amendment 287
Article 17, paragraph 3

3. The Commission shall examine the 
opinion of the Authority as soon as possible. 
If appropriate, the authorisation shall be 
modified, suspended or revoked in 
accordance with the procedure laid down in 
Article 16.

3. The Commission shall examine the 
opinion of the Authority as soon as possible. 
If appropriate, the decision shall be 
modified, suspended or revoked in 
accordance with the procedure laid down in 
Article 16.

Or. de

Amendment by John Bowis

Amendment 288
Article 17, paragraph 3

3. The Commission shall examine the 3. The Commission shall examine the 
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opinion of the Authority as soon as possible. 
If appropriate, the authorisation shall be 
modified, suspended or revoked in 
accordance with the procedure laid down in 
Article 16.

opinion of the Authority within three 
months. If appropriate, the authorisation 
shall be modified, suspended or revoked in 
accordance with the procedure laid down in 
Article 16.

Or. en

Justification

A timescale would provide greater clarity.

Amendment by Hiltrud Breyer, Jillian Evans, Kartika Tamara Liotard

Amendment 289
Article 17 a (new)

Article 17a
Fees

After consulting the Authority, the 
Commission shall submit a proposal for a 
regulation of the European Parliament and 
of the Council establishing fees for the 
evaluation of an application.

Or. en

Justification

The industry should contribute to the administrative costs linked to an application for health 
claims.

Amendment by Renate Sommer

Amendment 290
Article 18, paragraph 2

2. The Register shall include the following: 2. The Register shall include the following:
(a) the nutrition claims and the conditions 
applying to them as set out in the Annex; 

(a) the nutrition claims and the conditions 
applying to them as set out in the Annex; 

(b) the authorised health claims and the 
conditions applying to them provided for in
Articles 13(2), 17(2), 19 (1) and (2), 21(2) 
and 22(2); 

(b) the health claims pursuant to Article 12 
and the health claims on which a 
favourable decision has been reached in 
accordance with Articles 13(2), 17(2), 19 



PE 353.660v01-00 150/189 AM\555844EN.doc

EN

(1) and (2), 21(2) and 22(2), and the 
conditions applying to them;

(c) a list of rejected health claims.

Health claims authorised on the basis of 
proprietary data shall be placed on a separate 
Annex to the Register with the following 
information:

Health claims on which favourable 
decisions have been taken on the basis of 
proprietary data shall be placed on a separate 
Annex to the Register with the following 
information:

(1) the date the Commission authorised the 
health claim and the name of the original 
applicant that was granted authorisation; 

(1) the date of the decision by the 
Commission on the health claim and the 
name of the original notifier; 

(2) that the Commission authorised the 
health claim on the basis of proprietary 
data; 

(2) that the decision was reached on the 
basis of proprietary data; 

(3) that the health claim is restricted for use 
unless a subsequent applicant obtains 
authorisation for the claim without 
reference to the proprietary data of the 
original applicant.

(3) that the health claim is restricted for use 
unless a subsequent manufacturer or 
importer obtains a favourable decision 
without reference to the proprietary data of 
the original manufacturer or importer.

Or. de

Justification

Expiry of the deadline is also equivalent to a decision.

Amendment by Ria Oomen-Ruijten, Avril Doyle

Amendment 291
Article 18, paragraph 2, point (c)

(c) a list of rejected health claims. deleted

Or. en

Justification

Reasons for rejecting a claim may be manifold and by nature are circumstantial. It may well 
be that a negative opinion or decision is based on insufficient scientific data which can -at a 
later stage- be solved. The potential negative impact for the applicant may be large 
(competitive disadvantage through disclosing the area or direction of research).
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Amendment by Anne Ferreira

Amendment 292
Article 18, paragraph 2 a (new)

2a.  The Authority and the appropriate 
Member State authorities shall keep 
respective registers of the scientific work 
used to substantiate the use of nutritional 
and health claims. 
These registers shall make specific 
reference to the claims approved and used 
for foodstuffs for which claims are made, 
for each scientific study and for each 
category of claim.

Or. fr

Justification

Both Community and national authorities should maintain a register of scientific work used to 
substantiate nutritional and health claims.

Amendment by Anne Ferreira

Amendment 293
Article 18, paragraph 3 

3. The Register shall be made available to 
the public.

3.  The Registers shall be accessible to the 
public, specifically by integrating it into the 
Authority’s Internet site and, where 
appropriate, those of the relevant Member 
State authorities.

Or. fr

Justification

All the information concerning the claims, including the scientific references, must be 
available for public consultation, particularly by having them on the Internet sites of both 
Community and national authorities.

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard, 
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Dimitrios Papadimoulis

Amendment 294
Article 18 a (new)

Article 18a
Not later than 18 months after entry into 
force of this Regulation, it shall be 
supplemented by an EU directive on 
consumer information, drafted along the 
same lines as Directive 2003/4/EC on 
public access to environmental 
information.

Or. en

Justification

In analogy to the Regulation on Access to Environmental date, an EU directive on Consumer 
Information shall ensure adequate access to information for the consumers.

Amendment by Hiltrud Breyer, Jillian Evans, Margrete Auken, Kartika Tamara Liotard, 
Dimitrios Papadimoulis

Amendment 295
Article 18 b (new)

Article 18b
Not later than 18 months after entry into 
force of this Regulation, a proposal for 
modification of Council Directive 
84/450/EEC of 10 September 1984 relating 
to the approximation of the laws, 
regulations and administrative provisions 
of the Member States concerning 
misleading advertising1 shall be presented 
to the European Parliament and the 
Council, with a view to banning the use of 
toys for food marketing purposes.
1 OJ L 250, 19.9.1984, p. 17.

Or. en

Justification

Toys added to several types of food like breakfast cereals are very effective in influencing 
children's food choices. This kind of marketing needs to be regulated in order to tackle the 
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rising obesity in children.

Amendment by Marie-Noëlle Lienemann, Dorette Corbey and Anne Ferreira

Amendment 296
Article 19, paragraph 1, subparagraph 1

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 14 (2) may not be used for the 
benefit of a subsequent applicant for a 
period of three 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:

Or. fr

Justification

Granting seven years’ protection of data is excessive and comes down to giving the product 
making the health claims exclusive commercial rights, thereby forbidding other operators in 
the sector to use the scientific data and other information contained in the application. The 
period of data protection should therefore be limited to three years, not least because of the 
different forms of protection (industrial property, national or Community trademarks, patents, 
etc.) available to operators in the food sector.  

Furthermore, medicines and foodstuffs with health claims cannot be put on the same footing.  
Generally speaking, it would be advisable and wise not to extend the use of such provisions to 
all industrial sectors on the understandable pretext of seeking to encourage innovation and 
investment.  Over-use of this legislative arsenal runs a strong risk of spiking its guns.

Amendment by Marie-Noëlle Lienemann, Anne Ferreira and Dorette Corbey

Amendment 297
Article 19, paragraph 2

2. Until the end of the seven years period 
specified in paragraph 1, no subsequent 
applicant shall have the right to refer to data 
designated as proprietary by a prior 
applicant unless and until the Commission 
takes a decision on whether an authorisation 

2. Until the end of the three-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 an authorisation 
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could be or could have been granted without 
the submission of data designated as 
proprietary by the prior applicant.

could be or could have been granted without 
the submission of data designated as 
proprietary by the prior applicant.

Or. fr

Amendment by Françoise Grossetête and Renate Sommer

Amendment 298
Article 19 a (new)

Article 19a
Intellectual property rights

The lodging of a claim request, and the 
registering or publication of the claim must 
not prejudice any possible intellectual 
property rights which may redound to the 
benefit of the person lodging the request, 
both as regards the claim itself, and all 
scientific data or information contained in 
the application dossier.  Such rights will be 
treated in accordance with Community law, 
or all national legal provisions which do 
not contradict Community law. 

Or. fr

Amendment by John Bowis

Amendment 299
Article 20 a (new)

Article 20a
Notwithstanding Articles 3 and 4 of the 
Food Supplements Directive 2002/46/EC, 
and without temporal limitation, Member 
States may permit trade in and marketing 
in their territory of food supplement 
products containing vitamins and minerals 
not listed in Annex I of the Directive, or in 
forms not listed in Annex II of the 



AM\555844EN.doc 155/189 PE 353.660v01-00

EN

Directive, provided that:
(a) the product complies with this 
Regulation, 
(b) the vitamin or mineral substance in 
question is used in one or more food 
supplements marketed in the Community 
on 12 July 2002, and
(c) the European Food Safety Authority 
has not given an unfavourable opinion in 
respect of the use of that vitamin or mineral 
substance, or its use in that form, in the 
manufacture of food supplements.

Or. en

Justification

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

Amendment by John Bowis

Amendment 300
Article 20 b (new)

Article 20b

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

Or. en
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Amendment by Johannes Blokland

Amendment 301
Article 22, paragraph 2, subparagraph 2

The Commission may initiate this procedure 
on its own initiative.

The Commission may also initiate this 
procedure on its own initiative.

Or. nl

Justification

This procedure is not an exclusive power of the Commission. Pursuant to Article 22(1), the 
Member States may also initiate it.

Amendment by Hiltrud Breyer, Jillian Evans, Kartika Tamara Liotard

Amendment 302
Article 24

To facilitate efficient monitoring of foods 
bearing nutrition or health claims, Member 
States may require the manufacturer or the 
person placing such foods on the market in 
their territory to notify the competent 
authority of that placing on the market by 
forwarding it a model of the label used for 
the product.

To facilitate efficient monitoring of foods 
bearing nutrition or health claims, Member 
States shall require the manufacturer or the 
person placing such foods on the market in 
their territory to notify the competent 
authority of that placing on the market by 
forwarding it a model of the label used for 
the product.

Or. en

Justification

Monitoring the use of health claims is extremely important. Mandatory notification of health 
claims could best help national governments to look for the correct use of these claims and to 
monitor possible health impact on the population.

Amendment by Avril Doyle

Amendment 303
Article 24

To facilitate efficient monitoring of foods To facilitate efficient monitoring of foods 
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bearing nutrition or health claims, Member 
States may require the manufacturer or the 
person placing such foods on the market in 
their territory to notify the competent 
authority of that placing on the market by 
forwarding it a model of the label used for 
the product.

bearing nutrition or health claims, Member 
States may require the manufacturer or the 
person placing such foods on the market in 
their territory to notify the competent 
authority of that placing on the market by 
forwarding it a model of the label used for 
the product. The EFSA will monitor 
advertising campaigns of food products 
bearing nutrition and health claims to 
ensure that, in line with Directive 
2000/13/EC, the consumer is not misled by 
the information provided. 

Or. en

Justification

The advertising campaigns/logos/product endorsements by sportspersons play an important 
role in the way nutrition and health claims are perceived by the consumer. In the United 
States the validity of food advertising campaigns are monitored by the Federal Trade 
Commission and a similar situation should prevail at EU level with the EFSA being permitted 
to monitor and comment upon particular cases where advertising misleads rather than 
informs the consumer.

Amendment by John Bowis

Amendment 304
Article 25

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

By ... at the latest [last day of the month 
following date of adoption + 3 years], the 
Commission shall submit to the European 
Parliament and to the Council a report on the 
application of this Regulation, in particular 
on the evolution of the market of foods in 
respect of which nutrition or health claims 
are made and in respect of any problems 
associated with Article 1 (5) on trade 
marks, together with a proposal for 
amendments if necessary.

Or. en
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Justification

An earlier review date would provide the opportunity to explore any conflicts between the 
Regulation and the relevant Trade Mark legislation.

Amendment by Anne Ferreira

Amendment 305
Article 25

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

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

Or. fr

Justification

The Commission’s proposed deadline is too long for proper examination of the correct 
application of this new Community legislation.  It is imperative that it be reduced so that, 
where necessary, amendments can be proposed.  Furthermore, the implementation needs to 
be checked regularly.

Amendment by Hiltrud Breyer, Jillian Evans

Amendment 306
Article 25

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

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

are made, together with a proposal for 
amendments if necessary.

This evaluation should also include any 
impact on public health.

Or. en

Justification

To enable the Commission to submit a substantiated report to the Parliament and to suggest 
possible amendments it is indispensable to include an impact assessment on the impact of 
claims on the health status of the population.

Amendment by Chris Davies, John Bowis, Caroline Jackson, Martin Callanan

Amendment 307
Article 25 a (new)

Article 25a
Transitional measures

Claims on foods for intense muscular effort 
which have been used in compliance with 
national provisions, before the date of entry 
into force specified in Article 26, can 
continue to be used until the adoption of 
the Commission Directive on foods 
intended to meet the expenditure of intense 
muscular effort, especially for sports 
people, based on Directive 89/398/EEC on 
foods intended for particular nutritional 
uses.

Or. en

Justification

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

Amendment 308
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 application of this Regulation 
and which do not comply with this 
Regulation may be marketed until [last day 
of the eighteenth month following 
application] or the end of their shelf life, 
whichever is longer.
Health claims as referred to in Article 12(1) 
may be made from the date of entry into 
force specified in Article 26 until the 
adoption of the list referred to in Article 
12(2a), under the responsibility of business 
operators provided that they are in 
accordance with this Regulation and with 
existing national provisions applicable to 
them, and without prejudice to the adoption 
of 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 food or food 
constituents at the time this Regulation 
enters into force, may continue to be used 
in the countries where they are already 
legally marketed, provided that an 
application is made pursuant to Article 14 
within twelve months following the date of 
application of this Regulation and until six 
months after a final decision is taken 
pursuant to Article 16.

Or. en
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Justification

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

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

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

Amendment by Chris Davies

Amendment 309
Article 26, paragraph 2

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

It shall apply from [last day of the twenty 
third month following publication].

Or. en

Justification

A transition period of 24 months will ensure minimal disruption and costs for food companies 
that need to change their labelling to confirm to the new requirements of the regulation. In 
addition, if the transition period is too short, there is a possibility that long shelf-life products, 
particularly food supplements, will have to be removed and repackaged, at elevated price. It 
should also be noted that some forms of expensively printed packaging, such as tetra-pac 
bricks, are manufactured in bulk, often with a minimum print run equivalent to 2 – 4 years 
worth of packaging.

Amendment by Chris Davies

Amendment 310
Article 26, paragraph 2 a (new)

Health claims, other than those referred to 
in Article 12 (1), that are used in 
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compliance with existing national 
provisions, can remain on the market 
provided an application is made pursuant 
to Article 14 within twelve months 
following the date of application of this 
Regulation and until six months after a 
final decision is taken pursuant to Article 
16.
Health claims referred to in Article 12 (1) 
which are subsequently ruled out under the 
procedure referred to in Article 23 can 
continue to be used until the last day of the 
sixth month after that decision is made.

Or. en

Justification

These transitional periods for the different categories of health claims will minimise 
disruption and costs for food companies that need to change their labelling to confirm to the 
new requirements of the Regulation.

Amendment by Avril Doyle

Amendment 311
Article 26, paragraph 3

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 that date which do not comply with this 
Regulation may be marketed until [last day 
of the twenty-third month following 
publication].

Or. en

Justification

There should be a reasonable time for business operators to adapt to the provisions of the 
Regulation.



AM\555844EN.doc 163/189 PE 353.660v01-00

EN

Amendment by Jules Maaten, Holger Krahmer

Amendment 312
Annex

ANNEX deleted
Nutrition claims and conditions applying to 

them

Or. en

Justification

The formulation of nutrition claims should be the responsibility of the industry. The 
conditions with which the nutrition claims are to comply should be addressed in the context of 
the upcoming proposal on nutritional labelling.

Amendment by Jules Maaten, Chris Davies

Amendment 313
Annex, new section a before section entitled "LOW ENERGY"

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

Or. en

Justification

Article 2(4) provides a definition for "nutrition claim", and refers in point (a) to the energy 
(calorific value) a food "provides at a reduced or increased rate". However, the Annex 
currently only sets down the conditions applying to claims referring to reduced levels of 
energy. For the sake of coherence, a claim referring to an increased level of energy should be 
introduced.

Amendment by Jules Maaten, María del Pilar Ayuso González, Cristina Gutiérrez-Cortines

Amendment 314
Annex, new section a after section entitled "SATURATED FAT-FREE"
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HIGH OMEGA 3
A claim that a food is high in Omega 3, and 
any claim likely to have the same meaning 
for the consumer, may only be made where 
at least one of the following conditions is 
met:
- minimum 0.6g alpha-linolenic acid per 
100g/100ml product
- minimum 60 mg very long chain omega 3 
per 100g/100ml product
as long as minimum 30% of the dietary 
recommendation is met per average daily 
intake of product.

Or. en

Justification

To inform the consumer on the recent developments and recommendations concerning omega 
3 fatty acids, this section on high omega 3 should be inserted. The WHO recommends an 
increase in the intake of omega 3 fatty acids.

Amendment by John Bowis

Amendment 315
Annex, new section b after section entitled "SATURATED FAT-FREE"

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

Or. en
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Justification

Many national dietary guidelines recommend consumers eat more omega-3 which is 
principally found in fish.

Amendment by John Bowis

Amendment 316
Annex, new section c after section entitled "SATURATED FAT-FREE"

HIGH IN OMEGA-6 FATTY ACIDS
A claim that a food is high in Omega-6, 
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 linoleic acid content of 3.4g 
per 100g/100ml of product
- at least 30% of the dietary 
recommendation of the WHO or regional 
or national authorities is satisfied by the 
average daily intake of the product.

Or. en

Justification

Research shows that the replacement of saturated fats by polyunsaturated fats can contribute 
to a lower risk of cardiovascular disease.

Amendment by John Bowis

Amendment 317
Annex, new section d after section entitled "SATURATED FAT-FREE"

OMEGA-6 FATTY ACID SOURCE
A claim that a food is a source of Omega-6, 
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 linoleic acid content of 1.7g 
per 100g/100ml of product
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- 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.

Or. en

Amendment by Eija-Riitta Korhola, María del Pilar Ayuso González, Cristina Gutiérrez-
Cortines

Amendment 318
Annex, new section e after section entitled "SATURATED FAT-FREE"

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

Or. en

Amendment by Dorette Corbey

Amendment 319
Annex, new section f after section entitled "SATURATED FAT-FREE"

CHOLESTEROL-FREE
A claim that a food is cholesterol-free, and 
any claim likely to have the same meaning 
for the consumer, may only be made where 
the product contains no more than 0.005 g 
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per 100 g cholesterol (solids) or 0.005 g per 
100 ml cholesterol (liquids), and:
(a) less than 1.5 g saturated fat per 100 g 
(solids) or 0.75 g saturated fat per 100 ml 
(liquids), with no more than 10% of the 
energy being provided by saturated fats, or
(b) 70% of the total fatty acids are 
unsaturated. 
In the case of products which are naturally 
cholesterol-free, the term 'naturally' may 
be used in the claim.

Or. nl

Justification

This claim is approved in the Codex Alimentarius. The mean cholesterol intake of the 
population is around 200-300 mg per day. Vegetable oils and fats have a cholesterol content 
of less than 5 mg per 100 g, whereas the cholesterol content of animal fats is approximately 
300 mg per 100 g. Thus by replacing 20 g of animal fat with 20 g of vegetable fat, cholesterol 
intake can be reduced by 50-60 mg/day, i.e. by 20-25%, substantially reducing total plasma 
cholesterol and LDL cholesterols.

Amendment by María del Pilar Ayuso González, Cristina Gutiérrez-Cortines, Eija-Riitta 
Korhola

Amendment 320
Annex, new section g after section entitled "SATURATED FAT-FREE"

CHOLESTEROL FREE 

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

Or. en

Justification

This claim is approved by the Codex Alimentarius.

Amendment by Lena Ek

Amendment 321
Annex, new section h after section entitled "SATURATED FAT-FREE"

CHOLESTEROL-FREE
A claim that a food is cholesterol-free, and 
any claim likely to have the same meaning 
for the consumer, may only be made 
subject to the following conditions:
(a) the product contains 0.005 g cholesterol 
per 100g (solids) or no more than 0.005 g 
cholesterol per 100ml (liquids);
(b) the product contains less than 1.5 g 
saturated fat per 100g (solids) or 0.75 g 
saturated fat per 100 ml (liquids);
(c) no more than 10% of the energy comes 
from saturated fat or 70% of the total fatty 
acids are unsaturated.
In the case of foods which are naturally 
cholesterol-free, the term 'naturally' may 
be used as a prefix to this claim.

Or. sv

Justification

This has been approved in the Codex. Mean cholesterol intake is approx. 200-300 mg per 
day. Vegetable oils/fats have a cholesterol content of less than 5 mg cholesterol/100 g, 
whereas animal fats have a cholesterol content of approx. 300 mg/100 g. If 20 g of animal fat 
is replaced with 20 g of vegetable fat, cholesterol intake falls by 50-60 mg per day, which 
corresponds to a reduction of 20-25%. This entails a substantial reduction in total plasma 
cholesterol and in undesirable LDL cholesterols.
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Amendment by Anja Weisgerber

Amendment 322
Annex, section entitled "SUGARS-FREE", paragraph 1

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

A claim that a food is sugars-free, and any 
claim which has the same meaning for the 
consumer, may only be made where the 
product contains no more than 0.7g of sugars 
per 100g or 100ml.

Or. de

Justification

In response to consumers' wishes, natural fruit and plant extracts are often used in place of 
artificial colourings in sugar-free foods. These contain small amounts of natural sugars, 
which necessitates laying down a limit of 0.7% sugar per 100g of the food product. A limit of 
0.5% would force food producers to use artificial colourings in many sugar-free foods instead 
of foods used for colouring (e.g. cherry juice).

All the scientific data suggest that a residual sugar content of 0.7% per 100g of food is not 
significant from a nutritional point of view.

Amendment by Riitta Myller, Hiltrud Breyer, Jillian Evans, Eija-Riitta Korhola

Amendment 323
Annex, new section a after section entitled "WITH NO ADDED SUGAR"

LOW LACTOSE
A claim that a food is low in lactose, and 
any claim likely to have the same meaning 
for the consumer, may only be made where 
the product contains no more than 1 g 
lactose per 100 g or 100 ml of ready to eat 
food.

Or. en

Justification

Concepts relating to lactose should be defined in this regulation in order to improve the 
position of consumers.
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Amendment by Eija-Riitta Korhola

Amendment 324
Annex, new section b after section entitled "WITH NO ADDED SUGAR"

LACTOSE FREE
A claim that a food is lactose free, and any 
claim likely to have the same meaning for 
the consumer, may only be made where the 
product contains non-detectable amounts 
of lactose when analysed (i.e. less than 10 
mg/100 g or 100 ml of ready to eat food). 

Or. en

Justification

A lactose free definition should be included in this directive proposal in order to have a 
European wide standard for a lactose free product. This definition hasn't been sufficiently 
created before and is needed also for the basic food products.

Amendment by Hiltrud Breyer, Jillian Evans

Amendment 325
Annex, new section c after section entitled "WITH NO ADDED SUGAR"

LACTOSE FREE
A claim that a food is lactose free, and any 
claim likely to have the same meaning for 
the consumer, may only be made where the 
product contains no more than 10 mg 
lactose per 100 g or 100 ml ready to eat 
food .

Or. en
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Justification

Intolerance to lactose is a common problem as a result of which conventional milk products 
cannot be used by significant amount the population (e.g. 17 % of the population in Finland). 
Milk products form in many countries a basis for traditional diets, because they are rich of 
protein, calcium and many vitamins.

A lot of lactose free and low lactose milk products have been developed by food industry. On 
the market there are also plenty of other products where these claims have been used to 
convey easily the information on the nature of products suitable for use by those intolerant to 
lactose. In different EU countries there are no common rules for these claims and the same 
limits should be used to help consumers. 

The detection limit of lactose is 10 mg/100 g therefore this limit can be used in lactose free 
claims.

Amendment by Lena Ek

Amendment 326
Annex, new section d after section entitled "WITH NO ADDED SUGAR"

LACTOSE-FREE
A claim that a food contains no lactose, 
and any claim likely to have the same 
meaning for the consumer, may only be 
made where the product contains quantities 
of lactose not detectable by analysis (i.e. 
less than 10 mg per 100 g or 100 ml of 
foodstuff ready for consumption).
In the case of foods that are naturally 
lactose-free, the term 'naturally' may be 
used as a prefix to the claim.

Or. sv

Justification

Lactose intolerance is a common problem, as a result of which many people cannot consume 
conventional dairy products, which are the foundation of the traditional diet and an important 
element in the diet of the population as a whole, being rich in calcium and a source of 
vitamins D, B2 and B12 and iodine. There is a wide range of low-lactose and lactose-free 
products. Consumers suffering from lactose intolerance need information about the 
composition of these products. At present there is no common limit value in use as a basis for 
claims about lactose content in the Member States.
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Amendment by María del Pilar Ayuso González, Cristina Gutiérrez-Cortines

Amendment 327
Annex, new section e after section entitled "WITH NO ADDED SUGARS"

SOURCE OF COMPLEX 
CARBOHYDRATES
A claim that a food is a source of complex 
carbohydrates, and any claim likely to 
have the same meaning for the customer, 
may only be made when the food contains 
at least 25 g of complex carbohydrates per 
100 g.

Or. es

Justification

Complex carbohydrates are made of long strings of simple sugars. They are found naturally 
in grains, fruit, legumes (peas and beans) and other vegetables. Complex carbohydrates 
include all sorts of digestible carbohydrates, excluding mono and disaccharids.

Food energy comes basically from the following nutrients: proteins, carbohydrates and fats.

The food recommendations of various European countries indicate the following consumption 
of these nutrients:

under 30-35% of energy should come from fats;

between 10-15% of energy should come from proteins;

over 50% of energy should come from carbohydrates (preferably in the form of complex 
carbohydrates).

It is therefore important to inform consumers as to which foods are a source of 
carbohydrates, or have a high carbohydrate content, so that they can choose the healthiest 
diets.

Amendment by María del Pilar Ayuso González, Cristina Gutiérrez-Cortines

Amendment 328
Annex, new section f after section entitled "WITH NO ADDED SUGARS"

HIGH IN COMPLEX CARBOHYDRATES
A claim that a food is high in complex 
carbohydrates, and any claim likely to 
have the same meaning for the customer, 
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may only be made when the food contains 
at least 50 g of complex carbohydrates per 
100 g.

Or. es

Amendment by Caroline Jackson

Amendment 329
Annex, new section g after section entitled "WITH NO ADDED SUGAR"

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

Or. en

Justification

Article 2.4. provides a definition for “ nutrition claim”, and refers in point (a) to the energy 
(calorific value) a food “ provides at a reduced or increased rate”. However, the Annex 
currently only sets down the conditions applying to claims referring to reduced levels of 
energy. For the sake of coherence, a claim referring to an increased level of energy is needed.

Amendment by Caroline Jackson

Amendment 330
Annex, new section h after section entitled "WITH NO ADDED SUGAR"

NET CARBOHYDRATES
This term would be a net number which 
subtracts from total carbohydrates those 
carbohydrates which have a very low 
impact on blood sugar; net carb = total 
carbohydrates - glycerine - organic acids. 
Sugar alcohols would not be subtracted due 
to the fact that these may affect blood sugar 
depending on the processing and 
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formulation of the foods.

Or. en

Justification

It has been proven that net-carbohydrate diets can contribute to weight loss. Claims relating 
to net carbohydrate content would meet the growing demand from consumers for information 
about net carbohydrate content in foods.

Amendment by John Bowis

Amendment 331
Annex, new section i after section entitled "WITH NO ADDED SUGAR"

LOW IN NET CARBOHYDRATES
A claim that a product is low in net 
carbohydrates, and any claim likely to have 
the same meaning for the consumer, may 
only be made where the product contains 
no more than 5g net carbohydrates per 
serving of product, taking account of the 
fact that net carbohydrates are a net 
number which subtracts those 
carbohydrates which have a very low 
impact on blood sugar; net carb = total 
carbohydrates - glycerine - organic acids. 
Sugar alcohols would not be subtracted due 
to the fact that these may affect blood sugar 
depending on the processing and 
formulation of the foods.

Or. en

Amendment by Avril Doyle

Amendment 332
Annex, new section j after section entitled "WITH NO ADDED SUGAR"

LOW IN CARBOHYDRATES
A claim that a food is low in carbohydrates, 
and any claim likely to have the same 
meaning for the consumer, may only be 
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made when the product has no more than 
10 g of net- carbohydrates per 100 g of 
product, whereby net-carbohydrates means 
total carbohydrates minus dietary fibre and 
sugar alcohols.

Or. en

Justification

There is scientific evidence that indicates that low carbohydrate diets have substantial health 
benefits. Low carbohydrate claims would satisfy the growing consumer demand for 
information on the low presence of carbohydrates in food.

Amendment by Robert Sturdy

Amendment 333
Annex, new section k after section entitled "WITH NO ADDED SUGAR"

LOW CARBOHYDRATE 
A claim that a food is low in carbohydrate, 
and any claim likely to have the same 
meaning for the consumer, may only be 
made where the product does not contain 
more than ≤2,0 g/100 ml for liquids(beer)

Or. en

Justification

In the context of the current diet discussion, a consumer should also be entitled to information 
on the carbohydrate content of alcoholic beverages.

Amendment by Anja Weisgerber

Amendment 334
Annex, new section l after section entitled "WITH NO ADDED SUGARS"

LOW CARBOHYDRATE
A claim that a food is low in carbohydrate, 
and any claim likely to have the same 
meaning for the consumer, may only be 
made where the product - in the case of 
beverages - contains no more than 2.0g per 
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100ml.

Or. de

Justification

In the context of the current debate on the subject of diet, consumers should also be informed 
of the carbohydrate content of foods.

Amendment by Anja Weisgerber

Amendment 335
Annex, new section m after section entitled "WITH NO ADDED SUGARS"

REDUCED CARBOHYDRATE
A claim that a food has a reduced 
carbohydrate content, and any claim likely 
to have the same meaning for the 
consumer, may only be made where the 
carbohydrate content has been reduced by 
at least 30%.

Or. de

Amendment by Robert Sturdy

Amendment 336
Annex, new section n after section entitled "WITH NO ADDED SUGAR"

REDUCED CARBOHYDRATE
A claim that a food is low in carbohydrate, 
and any claim likely to have the same 
meaning for the consumer, may only be 
made where the carbohydrate value is 
reduced by at least 30.

Or. en
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Amendment by Lena Ek

Amendment 337
Annex, new section o after section entitled "WITH NO ADDED SUGAR"

COWS' MILK PROTEIN
A claim that a food is free of cows' milk 
protein, and any claim likely to have the 
same meaning for the consumer, may only 
be made where the product does not 
include ingredients such as cows' milk 
protein or other constituents of cows' milk.

Or. sv

Justification

Some 5% of all children in Europe are allergic to cows' milk protein. Their parents need to 
know whether a product contains such proteins. Accordingly, provisions must be adopted 
concerning the clear marking of products which do not contain cows' milk protein.

Amendment by John Bowis

Amendment 338
Annex, new section p after section entitled "WITH NO ADDED SUGAR"

HIGH GI (GLYCAEMIC INDEX)
Glycaemic Index is a measure of the rate 
and extent to which a carbohydrate-
containing food raises the blood glucose 
concentration over time. Glycaemic Index 
is defined by FAO/WHO as “the 
incremental area under the blood glucose 
response curve of a 50g carbohydrate 
portion of a test food, expressed as a 
percentage of the response to the same 
amount of carbohydrate from a standard 
food, taken by the same subject.” The 
standard food is usually glucose, which has 
a GI value of 100, and test foods are 
calculated against the standard. 
The index of possible GI values ranges 
from 0-100. A claim for HIGH GI may only 
be made where the GI is >70.
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Or. en

Justification

In addition to the potential benefits of diets based on Low and Reduced GI foods, certain 
High GI foods, providing quick release carbohydrates, are relevant to sports nutrition.

Amendment by Avril Doyle, 

Amendment 339
Annex, new section q after section entitled "WITH NO ADDED SUGAR"

LOW GLYCEMIC INDEX
A claim that a food is low in glycemic 
index, and any claim likely to have the 
same meaning for the consumer, may only 
be made when the product has a glycemic 
index of no more than 40.

Or. en

Justification

Glycemic index gives an indication of the total sugar-release and the duration of that release 
in the blood after consumption of a food. Consumers may obtain health benefits from 
avoiding over-consumption of foods with high glycemic index. Therefore low glycemic index 
claims allow consumers to make informed choices.

Amendment by John Bowis

Amendment 340
Annex, new section r after section entitled "WITH NO ADDED SUGAR"

LOW GI (GLYCAEMIC INDEX)
Glycaemic Index is a measure of the rate 
and extent to which a carbohydrate-
containing food raises the blood glucose 
concentration over time. Glycaemic Index 
is defined by FAO/WHO as “the 
incremental area under the blood glucose 
response curve of a 50g carbohydrate 
portion of a test food, expressed as a 
percentage of the response to the same 
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amount of carbohydrate from a standard 
food, taken by the same subject.” The 
standard food is usually glucose, which has 
a GI value of 100, and test foods are 
calculated against the standard. The index 
of possible GI values ranges from 0-100. A 
claim for LOW GI may only be made where 
the GI is <55.

Or. en

Justification

Evidence suggests that low GI diets may increase satiety levels, and ongoing research is 
investigating the role of GI in weight loss, metabolic syndrome and coronary heart disease. 
There is also evidence to support a beneficial role of low GI based diets in diabetics.

Amendment by John Bowis

Amendment 341
Annex, new section s after section entitled "WITH NO ADDED SUGAR"

REDUCED GI (GLYCAEMIC INDEX)
Glycaemic Index is a measure of the rate 
and extent to which a carbohydrate-
containing food raises the blood glucose 
concentration over time. Glycaemic Index 
is defined by FAO/WHO as “the 
incremental area under the blood glucose 
response curve of a 50g carbohydrate 
portion of a test food, expressed as a 
percentage of the response to the same 
amount of carbohydrate from a standard 
food, taken by the same subject.” The 
standard food is usually glucose, which has 
a GI value of 100, and test foods are 
calculated against the standard. 
The index of possible GI values ranges 
from 0-100 and the generally accepted 
categorisation for GI is Low GI: ≤55; 
Medium GI 56-69; High GI: ≥70. 
A claim for Reduced GI may only be made 
where a product has a 30% lower GI than a 
comparable standard product.
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Or. en

Amendment by Riitta Myller

Amendment 342
Annex, section entitled 'LOW SODIUM / SALT'

LOW SODIUM / SALT LOW SODIUM 

A claim that a food is low in sodium, and 
any claim likely to have the same meaning 
for the consumer, may only be made where 
the product contains no more than 0.12g of 
sodium, or the equivalent value for salt, per 
100g or per 100ml.

A claim that a food is low in sodium, and 
any claim likely to have the same meaning 
for the consumer, may only be made where 
the product contains no more than 0.12g of 
sodium per 100g or per 100ml. 

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

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

Or. fi

Justification

The limit values should be defined on the basis of sodium content, while claims relating to salt 
should be regulated at national level.

Amendment by Riitta Myller

Amendment 343
Annex, section entitled 'VERY LOW SODIUM / SALT'

VERY LOW SODIUM / SALT VERY LOW SODIUM 

A claim that a food is very low in sodium, 
and any claim likely to have the same 
meaning for the consumer, may only be 
made where the product contains no more 
than 0.04g of sodium, or the equivalent 
value for salt, per 100g or per 100 ml.

A claim that a food is very low in sodium, 
and any claim likely to have the same 
meaning for the consumer, may only be 
made where the product contains no more 
than 0.04g of sodium per 100g or per 100 
ml.

In the case of foods naturally very low in 
sodium, the term 'naturally' may be used as a 
prefix to this claim.

In the case of foods naturally very low in 
sodium, the term 'naturally' may be used as a 
prefix to this claim.
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Or. fi

Amendment by Riitta Myller

Amendment 344
Annex, section entitled 'SODIUM-FREE or SALT-FREE', title

SODIUM-FREE or SALT-FREE SODIUM-FREE 

Or. fi

Amendment by María del Pilar Ayuso González, Cristina Gutiérrez-Cortines, Françoise 
Grossetête

Amendment 345
Annex, section entitled "NATURAL SOURCE OF VITAMINS AND/OR MINERALS"

NATURAL SOURCE OF VITAMINS 
AND/OR MINERALS

SOURCE OF VITAMINS AND/OR 
MINERALS 

A claim that a food is a natural source of 
vitamins and/or minerals, and any claim 
likely to have the same meaning for the 
consumer, may only be made where the 
product contains at least 15% of the 
recommended daily allowance specified in 
the Annex of Council Directive 
90/496/EEC per 100 g or 100 ml.

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

Or. en

Justification

The conditions of use for the claim of being a “source of” vitamins and minerals should be in 
keeping with the conditions laid down by the Codex Alimentaris, i.e. different thresholds 
should be used, establishing a distinction between solid and liquid products. Moreover, the 
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reference to the thresholds proposed by the Commission poses a real risk of serious prejudice 
to milk products, whose major calcium contribution we are fully familiar with.

Amendment by Hiltrud Breyer, Jillian Evans, Kartika Tamara Liotard

Amendment 346
Annex, section entitled "LIGHT/LITE", paragraph 1

A claim stating that a product is “light” or 
“lite”, and any claim likely to have the same 
meaning for the consumer, shall follow the 
same conditions as those set for the term 
“reduced”; the claim shall also be 
accompanied by an indication of the 
characteristic(s) which make the food “light” 
or “lite”.

A claim stating that a product is “light” or 
“lite”, and any claim likely to have the same 
meaning for the consumer, shall follow the 
same conditions as those set for the term 
“low” in relation to fat, sugar and 
sodium/salt; the claim shall also be 
accompanied by an indication of the 
characteristic(s) which make the food “light” 
or “lite”..

Or. en

Justification

Consumers do perceive “light” or “lite” as being low in certain nutrients. It is therefore 
necessary to include the notion of low under the description of light or lite.

Amendment by Caroline Jackson

Amendment 347
Annex, new section a after section entitled "LIGHT/LITE"

ISOTONIC
A claim that a fluid is isotonic, and any 
claim likely to have the same meaning for 
the consumer, may only be made where the 
fluid has an osmolality of not less than 
270mOsmol/kg water and not greater than 
330 mOsmol/kg water. 

Or. en

Justification

An adequate fluid intake is vital for health and well being. Fluids which are “isotonic” or 
“hypotonic”, that is have an osmolality similar to or lower than blood plasma, have been 
shown to provide advantages in terms of effective delivery of fluid to the body, and such 
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claims are commonly made on fluid replacement beverages and sports drinks.

Amendment by Caroline Jackson

Amendment 348
Annex, new section b after section entitled "LIGHT/LITE"

HYPOTONIC
A claim that a fluid is hypotonic, and any 
claim likely to have the same meaning for 
the consumer, may only be made where the 
fluid has an osmolality of less than 
270mOsml/kg water.

Or. en

Amendment by Françoise Grossetête

Amendment 349
Annex, new section c after section entitled “LIGHT/LITE”

SOURCE OF STARCH
A claim that a food is a source of starch or 
any other claim likely to be thus interpreted 
by the consumer may be made only if the 
product contains at least 15 g of starch per
100 g.

Or. fr

Justification

Health reasons mean that certain consumers are looking for starch-containing products. This 
needs therefore to be indicated to them. The starch contents need to respect the Codex 
Alimentarius.

Amendment by Françoise Grossetête

Amendment 350
Annex, new section D after section entitled “LIGHT/LITE”



PE 353.660v01-00 184/189 AM\555844EN.doc

EN

RICH IN STARCH
A claim that a food is a source of starch or 
any other claim likely to be thus interpreted 
by the consumer may be made only if the 
product contains at least 30 g of starch per 
100 g.

Or. fr


