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Amendment 20
Matteo Salvini

Proposal for a regulation
Title 1

Text proposed by the Commission Amendment

Proposal for a REGULATION OF THE 
EUROPEAN PARLIAMENT AND OF 
THE COUNCIL on food intended for 
infants and young children and on food for 
special medical purposes (presented by the 
Commission pursuant to Article 114 of the 
Treaty on the Functioning of the European 
Union) (Text with EEA relevance)

Proposal for a REGULATION OF THE 
EUROPEAN PARLIAMENT AND OF 
THE COUNCIL on food intended for 
infants and young children, foods for 
special medical purposes and other foods 
for specialised nutrition (presented by the 
Commission pursuant to Article 114 of the 
Treaty on the Functioning of the European 
Union) (Text with EEA relevance)

Or. en

Justification

Some essential guarantees that are offered in the current dietetic Framework Directive 
(2009/39/EC) and under its relevant Vertical Directives have been removed in this proposal 
to the detriment of vulnerable consumers. These consumers require foods that are specially 
formulated to provide specialised nutrition and to help them in the dietary management of 
specific conditions., The Commission’s proposal risks weakening the health and safety of 
these consumer groups by restricting the scope of the Proposed Regulation, thus restricting 
possibilities for future innovation based on scientific developments. It is therefore necessary 
to re-introduce the concept of food intended for specialised nutrition. This is aligned with the 
current Codex standard for foods for special dietary uses (146-1985).

Amendment 21
Bernadette Vergnaud

Proposal for a regulation
Title 1

Text proposed by the Commission Amendment

Proposal for a REGULATION OF THE 
EUROPEAN PARLIAMENT AND OF 
THE COUNCIL on food intended for 
infants and young children and on food for 
special medical purposes (presented by the 

Proposal for a REGULATION OF THE 
EUROPEAN PARLIAMENT AND OF 
THE COUNCIL on food intended for 
infants and young children, on food for 
special medical purposes and other food 
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Commission pursuant to Article 114 of the 
Treaty on the Functioning of the European 
Union) (Text with EEA relevance)

intended for special nutritional uses 
(presented by the Commission pursuant to 
Article 114 of the Treaty on the 
Functioning of the European Union) (Text 
with EEA relevance)

Or. fr

Amendment 22
Robert Rochefort

Proposal for a regulation
Title 1

Text proposed by the Commission Amendment

Proposal for a REGULATION OF THE 
EUROPEAN PARLIAMENT AND OF 
THE COUNCIL on food intended for 
infants and young children and on food for 
special medical purposes (presented by the 
Commission pursuant to Article 114 of the 
Treaty on the Functioning of the European 
Union) (Text with EEA relevance)

Proposal for a REGULATION OF THE 
EUROPEAN PARLIAMENT AND OF 
THE COUNCIL on food intended for 
infants and young children and on food for 
special medical purposes and for use in 
energy-restricted diets for weight 
reduction (presented by the Commission 
pursuant to Article 114 of the Treaty on the 
Functioning of the European Union) (Text 
with EEA relevance)

Or. fr

Amendment 23
Lara Comi, Amalia Sartori, Paolo Bartolozzi, Andrea Zanoni, Elisabetta Gardini

Proposal for a regulation
Title 1

Text proposed by the Commission Amendment

Proposal for a REGULATION OF THE 
EUROPEAN PARLIAMENT AND OF 
THE COUNCIL on food intended for 
infants and young children and on food for 
special medical purposes (presented by the 
Commission pursuant to Article 114 of the 
Treaty on the Functioning of the European 

Proposal for a REGULATION OF THE 
EUROPEAN PARLIAMENT AND OF 
THE COUNCIL on food intended for 
infants and young children, foods for 
special medical purposes and foodstuffs 
for people intolerant to gluten (presented 
by the Commission pursuant to Article 114 
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Union) (Text with EEA relevance) of the Treaty on the Functioning of the 
European Union) (Text with EEA 
relevance)

Or. en

Justification

Celiac people are vulnerable consumers. Coeliac disease is a pathology that requires, as the 
only therapy known today, a lifelong adherence to a diet that completely excludes gluten. The 
gluten-free product, then, is intended for a vulnerable category of the population, and the 
Commission’s proposal risks weakening the health and safety of these consumers by 
restricting the scope of the proposed regulation.

Amendment 24
Antonyia Parvanova

Proposal for a regulation
Recital 2

Text proposed by the Commission Amendment

(2) The free movement of safe and 
wholesome food is an essential aspect of 
the internal market and contributes 
significantly to the health and well-being 
of citizens, and to their social and 
economic interests.

(2) The guarantee of safe and wholesome 
food products, particularly when intended 
to vulnerable consumer groups such as 
infants and young children, is an essential 
criterion for their free movement and the 
good functioning of the internal market,
and contributes significantly to the health 
and well-being of citizens, and to their 
social and economic interests,

Or. en

Amendment 25
Bernadette Vergnaud

Proposal for a regulation
Recital 7

Text proposed by the Commission Amendment

(7) Directive 2009/39/EC foresees that 
specific provisions could be adopted 

(7) Directive 2009/39/EC foresees that 
specific provisions could be adopted 
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regarding the two following specific 
categories of food falling within the 
definition of foodstuffs for particular 
nutritional uses: ‘food intended to meet the 
expenditure of intense muscular effort, 
especially for sportsmen’ and ‘food for 
persons suffering from carbohydrate 
metabolism disorders (diabetes)’. With 
regard to food intended to meet the 
expenditure of intense muscular effort, no 
successful conclusion could be reached as 
regard the development of specific 
provisions due to widely diverging views 
among Member States and stakeholders 
concerning the scope of the specific 
legislation, the number of sub-categories 
of the food to be included, the criteria for 
establishing composition requirements 
and the potential impact on innovation in 
product development. As regards special 
provisions for food for persons suffering 
from carbohydrate metabolism disorders 
(diabetes), a Commission report concludes 
that the scientific basis for setting specific 
compositional requirements is lacking.

regarding the two following specific 
categories of food falling within the 
definition of foodstuffs for particular 
nutritional uses: ‘food intended to meet the 
expenditure of intense muscular effort, 
especially for sportsmen’ and ‘food for 
persons suffering from carbohydrate 
metabolism disorders (diabetes)’. With 
regard to food intended to meet the 
expenditure of intense muscular effort, no 
successful conclusion could be reached as 
regards the development of specific 
provisions due to widely diverging views 
among Member States and stakeholders 
concerning the scope of the specific 
legislation. However, these divergences 
are giving rise to national measures that 
are hindering completion of the internal 
market and for which an appropriate 
legislative response therefore has to be 
found. Furthermore, action should be 
taken to ensure that Regulation (EU) 
No 1169/2011 of the European 
Parliament and of the Council of 
25 October 2011 on the provision of food 
information to consumers1 can guarantee 
a coherent, effective strategy for the 
protection of sportspeople before the idea 
of specific legislation is finally 
abandoned. The particular aim here is to 
meet the high demand from sportspeople 
and to clarify the relevant labelling rules. 
Where foods for sportspeople are 
concerned, this means that: Regulation 
(EU) No 1169/2011 needs to be amended; 
account needs to be taken of the specific 
nutrient profiles for foods intended for 
sportspeople whilst establishing the 
nutrient profiles referred to in Article 4 of 
Regulation (EC) No 1924/2006 of the 
European Parliament and of the Council 
of 20 December 2006 on nutrition and 
health claims made on foods2; account 
needs to be taken of the existence of 
nutrition claims that are relevant for 
sportspeople but banned for the general 
public under Regulation (EC) 
No 1924/2006 (‘high carbohydrate energy 
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content’ or ‘rich in sodium’, for 
example); specific conditions need to be 
established for the use of nutrients and 
other substances for food intended for 
sportspeople under Regulation (EC) 
No 1925/2006 of the European 
Parliament and of the Council of 
20 December 2006 on the addition of 
vitamins and minerals and of certain 
other substances to foods3; and there must 
be a guarantee that there are no 
ingredients that could be listed as doping 
substances. As regards special provisions 
for food for persons suffering from 
carbohydrate metabolism disorders 
(diabetes), a Commission report concludes 
that the scientific basis for setting specific 
compositional requirements is lacking.

____________________
1 OJ L 304, 22.11.2011, p. 18.
2 OJ L 404, 30.12.2006, p. 9.
3 OJ L 404, 30.12.2006, p. 26.

Or. fr

Amendment 26
Matteo Salvini

Proposal for a regulation
Recital 7

Text proposed by the Commission Amendment

(7) Directive 2009/39/EC foresees that 
specific provisions could be adopted 
regarding the two following specific 
categories of food falling within the 
definition of foodstuffs for particular 
nutritional uses: ‘food intended to meet the 
expenditure of intense muscular effort, 
especially for sportsmen’ and ‘food for 
persons suffering from carbohydrate 
metabolism disorders (diabetes)’. With 
regard to food intended to meet the 

(7) Directive 2009/39/EC foresees that 
specific provisions could be adopted 
regarding the two following specific 
categories of food falling within the 
definition of foodstuffs for particular 
nutritional uses: ‘food intended to meet the 
expenditure of intense muscular effort, 
especially for sportsmen’ and ‘food for 
persons suffering from carbohydrate 
metabolism disorders (diabetes)’. With 
regard to food intended to meet the 
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expenditure of intense muscular effort, no 
successful conclusion could be reached as 
regard the development of specific 
provisions due to widely diverging views 
among Member States and stakeholders 
concerning the scope of the specific 
legislation, the number of sub-categories 
of the food to be included, the criteria for 
establishing composition requirements 
and the potential impact on innovation in 
product development. As regards special 
provisions for food for persons suffering 
from carbohydrate metabolism disorders 
(diabetes), a Commission report concludes 
that the scientific basis for setting specific 
compositional requirements is lacking.

expenditure of intense muscular effort, no 
successful conclusion has yet been reached 
as regards the development of specific 
provisions due to widely diverging views 
among Member States and stakeholders 
concerning the scope of the specific 
legislation. Given that there is a genuine 
problem as regards harmonisation of this 
sector of the food market in the EU, high 
demand from sportspeople and a need to 
clarify the relevant labelling rules, by 
2015, the Commission, having consulted 
the European Food Safety Authority, 
ought to update the report of 28 February 
2001 on the foods concerned and, if 
necessary, come up with some proposals.
As regards special provisions for food for 
persons suffering from carbohydrate 
metabolism disorders (diabetes), a 
Commission report concludes that the 
scientific basis for setting specific 
compositional requirements is lacking.

Or. fr

Amendment 27
Robert Rochefort

Proposal for a regulation
Recital 7

Text proposed by the Commission Amendment

(7) Directive 2009/39/EC foresees that 
specific provisions could be adopted 
regarding the two following specific 
categories of food falling within the 
definition of foodstuffs for particular 
nutritional uses: ‘food intended to meet the 
expenditure of intense muscular effort, 
especially for sportsmen’ and ‘food for 
persons suffering from carbohydrate 
metabolism disorders (diabetes)’. With 
regard to food intended to meet the 
expenditure of intense muscular effort, no 
successful conclusion could be reached as 

(7) Directive 2009/39/EC foresees that 
specific provisions could be adopted 
regarding the two following specific 
categories of food falling within the 
definition of foodstuffs for particular 
nutritional uses: ‘food intended to meet the 
expenditure of intense muscular effort, 
especially for sportsmen’ and ‘food for 
persons suffering from carbohydrate 
metabolism disorders (diabetes)’. With 
regard to food intended to meet the 
expenditure of intense muscular effort, no 
successful conclusion could be reached as 
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regard the development of specific 
provisions due to widely diverging views 
among Member States and stakeholders 
concerning the scope of the specific 
legislation, the number of sub-categories 
of the food to be included, the criteria for 
establishing composition requirements 
and the potential impact on innovation in 
product development. As regards special 
provisions for food for persons suffering 
from carbohydrate metabolism disorders 
(diabetes), a Commission report concludes 
that the scientific basis for setting specific 
compositional requirements is lacking.

regards the development of specific 
provisions due to widely diverging views 
among Member States and stakeholders 
concerning the scope of the specific 
legislation. Given that there is a genuine 
problem as regards harmonisation of this 
sector of the food market in the EU, high 
demand from sportspeople and a need to 
clarify the relevant labelling rules, by 
2015, the Commission, having consulted 
the European Food Safety Authority, 
ought to update the report of 28 February 
2001 on the foods concerned and, if 
necessary, come up with some proposals.
As regards special provisions for food for 
persons suffering from carbohydrate 
metabolism disorders (diabetes), a 
Commission report concludes that the 
scientific basis for setting specific 
compositional requirements is lacking.

Or. fr

Amendment 28
Olga Sehnalová

Proposal for a regulation
Recital 7

Text proposed by the Commission Amendment

(7) Directive 2009/39/EC foresees that 
specific provisions could be adopted 
regarding the two following specific 
categories of food falling within the 
definition of foodstuffs for particular 
nutritional uses: ‘food intended to meet the 
expenditure of intense muscular effort, 
especially for sportsmen’ and ‘food for 
persons suffering from carbohydrate 
metabolism disorders (diabetes)’. With 
regard to food intended to meet the 
expenditure of intense muscular effort, no 
successful conclusion could be reached as 
regard the development of specific 
provisions due to widely diverging views 

(7) Directive 2009/39/EC foresees that 
specific provisions could be adopted 
regarding the two following specific 
categories of food falling within the 
definition of foodstuffs for particular 
nutritional uses: ‘food intended to meet the 
expenditure of intense muscular effort, 
especially for sportsmen’ and ‘food for 
persons suffering from carbohydrate 
metabolism disorders (diabetes)’. With 
regard to food intended to meet the 
expenditure of intense muscular effort, no 
successful conclusion could be reached as 
regard the development of specific 
provisions due to widely diverging views 
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among Member States and stakeholders 
concerning the scope of the specific 
legislation, the number of sub-categories of 
the food to be included, the criteria for 
establishing composition requirements and 
the potential impact on innovation in 
product development. As regards special 
provisions for food for persons suffering 
from carbohydrate metabolism disorders 
(diabetes), a Commission report concludes 
that the scientific basis for setting specific 
compositional requirements is lacking.

among Member States and stakeholders 
concerning the scope of the specific 
legislation, the number of sub-categories of 
the food to be included, the criteria for 
establishing composition requirements and 
the potential impact on innovation in 
product development. ‘Food intended to 
meet the expenditure of intense muscular 
effort, especially for sportsmen’ should 
therefore be regulated under 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 in 
order to improve the functioning of the 
internal market and to provide a higher 
level of consumer protection. It is 
necessary to support innovations while 
maintaining a high level of consumer 
protection. As regards special provisions 
for food for persons suffering from 
carbohydrate metabolism disorders 
(diabetes), a Commission report concludes 
that the scientific basis for setting specific 
compositional requirements is lacking.
____________________
1 OJ L 183, 12.7.2002, p. 51.

Or. en

Justification

Both the Commission and the Rapporteur propose to include ‘food intended to meet the 
expenditure of intense muscular effort, especially for sportsmen’ in the Nutrition and Health 
Claims Regulation. In the case of Nutrition and Health Claims Regulation, only the effect of 
claim is assessed (if the claim was actually shown or not) but the safety of particular
substances is not evaluated. In the case of food intended to meet the expenditure of intense 
muscular effort, especially for sportsmen, safety is a very important factor in connection with 
the effect of food on final consumer. Shifting this category under supplements would fulfil all 
necessary requirements – for labelling and advertising the Regulation (EC) No 1924/2006 
would be respected, and at the same time a minimum rules with regard to safety would be set.

Amendment 29
Anna Maria Corazza Bildt
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Proposal for a regulation
Recital 7

Text proposed by the Commission Amendment

(7) Directive 2009/39/EC foresees that 
specific provisions could be adopted 
regarding the two following specific 
categories of food falling within the 
definition of foodstuffs for particular 
nutritional uses: ‘food intended to meet the 
expenditure of intense muscular effort, 
especially for sportsmen’ and ‘food for 
persons suffering from carbohydrate 
metabolism disorders (diabetes)’. With 
regard to food intended to meet the 
expenditure of intense muscular effort, no 
successful conclusion could be reached as 
regard the development of specific 
provisions due to widely diverging views 
among Member States and stakeholders 
concerning the scope of the specific 
legislation, the number of sub-categories of 
the food to be included, the criteria for 
establishing composition requirements and 
the potential impact on innovation in 
product development. As regards special 
provisions for food for persons suffering 
from carbohydrate metabolism disorders 
(diabetes), a Commission report concludes 
that the scientific basis for setting specific 
compositional requirements is lacking.

(7) Directive 2009/39/EC foresees that 
specific provisions could be adopted 
regarding the two following specific 
categories of food falling within the 
definition of foodstuffs for particular 
nutritional uses: ‘food intended to meet the 
expenditure of intense muscular effort, 
especially for sportsmen’ and ‘food for 
persons suffering from carbohydrate 
metabolism disorders (diabetes)’. With 
regard to food intended to meet the 
expenditure of intense muscular effort, no 
successful conclusion could be reached as 
regard the development of specific 
provisions due to widely diverging views 
among Member States and stakeholders 
concerning the scope of the specific 
legislation, the number of sub-categories of 
the food to be included, the criteria for 
establishing composition requirements and 
the potential impact on innovation in 
product development. With a view to 
improving the functioning of the internal 
market and enhancing consumer 
protection, while stimulating innovation, 
‘foods for sportspeople’ should 
henceforth be regulated under Regulation 
(EC) No 1924/2006 of the European 
Parliament and the Council of 20 
December 2006 on nutrition and health 
claims made on foods1 and comply with 
requirements therein. As regards special 
provisions for food for persons suffering 
from carbohydrate metabolism disorders 
(diabetes), a Commission report concludes 
that the scientific basis for setting specific 
compositional requirements is lacking.
____________________
1 OJ L 404, 30.12.2006, p. 9.

Or. en
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Amendment 30
Matteo Salvini

Proposal for a regulation
Recital 13

Text proposed by the Commission Amendment

(13) Therefore, the concept of ‘foodstuffs 
for particular nutritional uses’ should be 
abolished and Directive 2009/39/EC 
should be replaced by the present act. To 
simplify its application and to ensure 
consistency throughout the Member States, 
the present act should take the form of a 
Regulation.

(13) Therefore, the concept of "specialised 
nutrition" should be maintained but 
strictly limited to products that can 
demonstrate their unique ability to fulfil 
the specific nutritional needs of 
vulnerable groups of the population, 
which otherwise could not be placed on 
the market under current Union 
legislation and where harmonization 
ensures the free movement of such food in 
a satisfactory manner. Directive 
2009/39/EC should be replaced by the 
present act. To simplify its application and 
to ensure consistency throughout the 
Member States, the present act should take 
the form of a Regulation.

Or. en

Justification

Some essential guarantees that are offered in the current dietetic Framework Directive 
(2009/39/EC) and under its relevant Vertical Directives have been removed to the detriment 
of vulnerable consumers, who require foods that are specially formulated to provide 
specialised nutrition and to help them in the dietary management of specific conditions.

Amendment 31
Matteo Salvini

Proposal for a regulation
Recital 15

Text proposed by the Commission Amendment

(15) A limited number of categories of 
food constitutes the sole source of 

(15) A limited number of categories of 
food constitutes the sole source of 
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nourishment of certain groups of the 
population or represent a partial source of 
nourishment; such categories of food are 
vital for the management of certain 
conditions and/or are essential to maintain 
the intended nutritional adequacy for 
certain well-established vulnerable groups 
of the population. Those categories of food 
include infant formulae and follow-on 
formulae, processed cereal-based food and 
baby food and food for special medical
purposes. Experience has shown that the 
provisions laid down in Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC, as well as 
Commission Directive 1999/21/EC ensure 
the free movement of such food in a 
satisfactory manner, while ensuring a high 
level of protection of public health. It is 
therefore appropriate that this Regulation 
focuses on the general compositional and 
information requirements for infant 
formula and follow-on formulae, processed 
cereal-based food and baby food for infants 
and young children and to food for special 
medical purposes, taking into account 
Commission Directive 2006/141/EC, 
Commission Directive 2006/125/EC and
Commission Directive 1999/21/EC.

nourishment of certain groups of the 
population or represent a partial source of 
nourishment; such categories of food are 
vital for the management of certain 
conditions and/or are essential to maintain 
the intended nutritional adequacy for 
certain well-established vulnerable groups 
of the population. Those categories of food 
include infant formulae and follow-on 
formulae, processed cereal-based food and 
baby food, milk based drinks intended for 
young children, food for special medical 
purposes, food intended for weight 
reduction and control, food intended to 
meet the expenditure of intense muscular 
effort, and foodstuffs for people intolerant 
to gluten. Experience has shown that the 
provisions laid down in Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC, Commission 
Directive 1999/21/EC, Commission 
Regulation (EC) No 41/2009, as well as 
Commission Directive 96/8/EC ensure the 
free movement of such food in a 
satisfactory manner, while ensuring a high 
level of protection of public health. It is 
therefore appropriate that this Regulation 
focuses on the general compositional and 
information requirements for infant 
formula and follow-on formulae, processed 
cereal-based food and baby food for infants 
and young children, milk-based drinks 
intended for young children, food for 
special medical purposes, food intended 
for weight reduction and control, food 
intended to meet the expenditure of 
intense muscular effort, and foodstuffs 
for people intolerant to gluten, taking into 
account Commission Directive 
2006/141/EC, Commission Directive 
2006/125/EC Commission Directive 
1999/21/EC, Commission Directive 
96/8/EC and Commission Regulation 
(EC) No 41/2009. In addition, the concept 
of "specialised nutrition" should be 
maintained and strictly limited to products 
that demonstrate their unique ability to 
fulfil the specific nutritional needs of 
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vulnerable groups of the population, 
which otherwise could not be placed on 
the market under current Union 
legislation.

Or. en

Justification

The Commission’s proposal, by restricting the scope, risks weakening the health and safety of 
these consumer groups and restricting possibilities for future innovation based on scientific 
developments. It is therefore necessary to re-introduce the concept of food intended for 
specialised nutrition. This is aligned with the current Codex standard for foods for special 
dietary uses (146-1985).”

Amendment 32
Gianni Pittella

Proposal for a regulation
Recital 15

Text proposed by the Commission Amendment

(15) A limited number of categories of 
food constitutes the sole source of 
nourishment of certain groups of the 
population or represent a partial source of 
nourishment; such categories of food are 
vital for the management of certain 
conditions and/or are essential to maintain 
the intended nutritional adequacy for 
certain well-established vulnerable groups 
of the population. Those categories of food 
include infant formulae and follow-on 
formulae, processed cereal-based food and 
baby food and food for special medical 
purposes. Experience has shown that the 
provisions laid down in Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC, as well as
Commission Directive 1999/21/EC ensure 
the free movement of such food in a 
satisfactory manner, while ensuring a high 
level of protection of public health. It is 
therefore appropriate that this Regulation 
focuses on the general compositional and 

(15) A limited number of categories of 
food constitutes the sole source of 
nourishment of certain groups of the 
population or represent a partial source of 
nourishment; such categories of food are 
vital for the management of certain 
conditions and/or are essential to maintain 
the intended nutritional adequacy for 
certain well-established vulnerable groups 
of the population. Those categories of food 
include infant formulae and follow-on 
formulae, processed cereal-based food and 
baby food, food for special medical 
purposes and foodstuffs for people 
intolerant to gluten. Experience has shown 
that the provisions laid down in 
Commission Directive 2006/141/EC, 
Commission Directive 2006/125/EC, 
Commission Directive 1999/21/EC and 
Commission Regulation (EC) No 41/2009 
ensure the free movement of such food in a 
satisfactory manner, while ensuring a high 
level of protection of public health. It is 
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information requirements for infant 
formula and follow-on formulae, processed 
cereal-based food and baby food for infants 
and young children and to food for special 
medical purposes, taking into account 
Commission Directive 2006/141/EC, 
Commission Directive 2006/125/EC and
Commission Directive 1999/21/EC.

therefore appropriate that this Regulation 
focuses on the general compositional and 
information requirements for infant 
formula and follow-on formulae, processed 
cereal-based food and baby food for infants 
and young children, food for special 
medical purposes, and foodstuffs for 
people intolerant to gluten, taking into 
account Commission Directive 
2006/141/EC, Commission Directive 
2006/125/EC, Commission Directive 
1999/21/EC and Commission Regulation 
(EC) No 41/2009. In addition, the concept 
of "specialised nutrition" should be 
maintained and strictly limited to products 
that demonstrate their unique ability to 
fulfil the specific nutritional needs of 
vulnerable groups of the population, 
which otherwise could not be placed on 
the market under current Union 
legislation.

Or. en

Amendment 33
Lara Comi, Amalia Sartori, Paolo Bartolozzi, Andrea Zanoni, Elisabetta Gardini

Proposal for a regulation
Recital 15

Text proposed by the Commission Amendment

(15) A limited number of categories of 
food constitutes the sole source of 
nourishment of certain groups of the 
population or represent a partial source of 
nourishment; such categories of food are 
vital for the management of certain 
conditions and/or are essential to maintain 
the intended nutritional adequacy for 
certain well-established vulnerable groups 
of the population. Those categories of food 
include infant formulae and follow-on 
formulae, processed cereal-based food and 
baby food and food for special medical 
purposes. Experience has shown that the 

(15) A limited number of categories of 
food constitutes the sole source of 
nourishment of certain groups of the 
population or represent a partial source of 
nourishment; such categories of food are 
vital for the management of certain 
conditions and/or are essential to maintain 
the intended nutritional adequacy for 
certain well-established vulnerable groups 
of the population. Those categories of food 
include infant formulae and follow-on 
formulae, processed cereal-based food and 
baby food, food for special medical 
purposes and foodstuffs for people 
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provisions laid down in Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC, as well as 
Commission Directive 1999/21/EC ensure 
the free movement of such food in a 
satisfactory manner, while ensuring a high 
level of protection of public health. It is 
therefore appropriate that this Regulation 
focuses on the general compositional and 
information requirements for infant 
formula and follow-on formulae, processed 
cereal-based food and baby food for infants 
and young children and to food for special 
medical purposes, taking into account 
Commission Directive 2006/141/EC, 
Commission Directive 2006/125/EC and
Commission Directive 1999/21/EC.

intolerant to gluten. Experience has shown 
that the provisions laid down in 
Commission Directive 2006/141/EC, 
Commission Directive 2006/125/EC, as 
well as Commission Directive 1999/21/EC 
and Commission Regulation (EC) No 
41/2009 ensure the free movement of such 
food in a satisfactory manner, while 
ensuring a high level of protection of 
public health. It is therefore appropriate 
that this Regulation focuses on the general 
compositional and information 
requirements for infant formula and
follow-on formulae, processed cereal-
based food and baby food for infants and 
young children, food for special medical 
purposes and foodstuffs for people 
intolerant to gluten, taking into account 
Commission Directive 2006/141/EC, 
Commission Directive 2006/125/EC,
Commission Directive 1999/21/EC and 
Commission Regulation (EC) No 41/2009.

Or. en

Justification

Food for people suffering from Coeliac disease are recognized by the recently revised Codex 
Standard 118-1979 rev 2008. It is necessary to take into consideration gluten-free food, as it 
constitutes the only form of therapy for these people.

Amendment 34
Bernadette Vergnaud

Proposal for a regulation
Recital 15

Text proposed by the Commission Amendment

(15) A limited number of categories of 
food constitutes the sole source of 
nourishment of certain groups of the 
population or represent a partial source of 
nourishment; such categories of food are 
vital for the management of certain 
conditions and/or are essential to maintain 

(15) A limited number of categories of 
food constitutes the sole source of 
nourishment of certain groups of the 
population or represent a partial source of 
nourishment; such categories of food are 
vital for the management of certain 
conditions and/or are essential to maintain 
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the intended nutritional adequacy for 
certain well-established vulnerable groups 
of the population. Those categories of food 
include infant formulae and follow-on 
formulae, processed cereal-based food and 
baby food and food for special medical 
purposes. Experience has shown that the 
provisions laid down in Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC, as well as 
Commission Directive 1999/21/EC ensure 
the free movement of such food in a 
satisfactory manner, while ensuring a high 
level of protection of public health. It is 
therefore appropriate that this Regulation 
focuses on the general compositional and 
information requirements for infant 
formula and follow-on formulae, processed 
cereal-based food and baby food for infants 
and young children and to food for special 
medical purposes, taking into account 
Commission Directive 2006/141/EC, 
Commission Directive 2006/125/EC and 
Commission Directive 1999/21/EC.

the intended nutritional adequacy for 
certain well-established vulnerable groups 
of the population. Those categories of food 
include infant formulae and follow-on 
formulae, processed cereal-based food and 
baby food, food for medical purposes and 
foodstuffs for people intolerant to gluten. 
Experience has shown that the provisions 
laid down in Commission Directives
2006/141/EC, 2006/125/EC and
1999/21/EC and in Commission 
Regulation (EC) No 41/2009 ensure the 
free movement of such food in a 
satisfactory manner, while ensuring a high 
level of protection of public health. It is 
therefore appropriate that this Regulation 
focuses on the general compositional and 
information requirements for infant 
formula and follow-on formulae, processed 
cereal-based food and baby food for infants 
and young children, food for special 
medical purposes and foodstuffs for 
people intolerant to gluten taking into 
account Commission Directives
2006/141/EC, 2006/125/EC and 
1999/21/EC, and Commission Regulation 
(EC) No 41/2009.

Or. fr

Amendment 35
Robert Rochefort

Proposal for a regulation
Recital 15

Text proposed by the Commission Amendment

(15) A limited number of categories of 
food constitutes the sole source of 
nourishment of certain groups of the 
population or represent a partial source of 
nourishment; such categories of food are 
vital for the management of certain 
conditions and/or are essential to maintain 
the intended nutritional adequacy for 

(15) A limited number of categories of 
food constitutes the sole source of 
nourishment of certain groups of the 
population or represent a partial source of 
nourishment; such categories of food are 
vital for the management of certain 
conditions and/or are essential to maintain 
the intended nutritional adequacy for 
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certain well-established vulnerable groups 
of the population. Those categories of food 
include infant formulae and follow-on 
formulae, processed cereal-based food and 
baby food and food for special medical 
purposes. Experience has shown that the 
provisions laid down in Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC, as well as 
Commission Directive 1999/21/EC ensure 
the free movement of such food in a 
satisfactory manner, while ensuring a high 
level of protection of public health. It is 
therefore appropriate that this Regulation 
focuses on the general compositional and 
information requirements for infant 
formula and follow-on formulae, processed 
cereal-based food and baby food for infants 
and young children and to food for special 
medical purposes, taking into account 
Commission Directive 2006/141/EC, 
Commission Directive 2006/125/EC and 
Commission Directive 1999/21/EC.

certain well-established vulnerable groups 
of the population. Those categories of food 
include infant formulae and follow-on 
formulae, processed cereal-based food and 
baby food, food for special medical 
purposes and foodstuffs intended for use 
in energy-restricted diets for weight 
reduction. Experience has shown that the 
provisions laid down in Commission 
Directives 2006/141/EC, 2006/125/EC, 
1999/21/EC and 96/8/EC ensure the free 
movement of such food in a satisfactory 
manner, while ensuring a high level of 
protection of public health. It is therefore 
appropriate that this Regulation focuses on 
the general compositional and information 
requirements for infant formula and 
follow-on formulae, processed cereal-
based food and baby food for infants and 
young children, food for special medical 
purposes and foodstuffs intended for use 
in energy-restricted diets for weight 
reduction, taking into account the four 
directives mentioned above.

Or. fr

Amendment 36
Antonyia Parvanova

Proposal for a regulation
Recital 15

Text proposed by the Commission Amendment

(15) A limited number of categories of 
food constitutes the sole source of 
nourishment of certain groups of the 
population or represent a partial source of 
nourishment; such categories of food are 
vital for the management of certain 
conditions and/or are essential to maintain 
the intended nutritional adequacy for 
certain well-established vulnerable groups 
of the population. Those categories of food 
include infant formulae and follow-on 

(15) A limited number of categories of 
food constitutes the sole source of 
nourishment of certain groups of the 
population or represent a partial source of 
nourishment; such categories of food are 
vital for the management of certain 
conditions and/or are essential to maintain 
the intended nutritional adequacy for 
certain well-established vulnerable groups 
of the population. Those categories of food 
include infant formulae and follow-on 
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formulae, processed cereal-based food and 
baby food and food for special medical 
purposes. Experience has shown that the 
provisions laid down in Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC, as well as 
Commission Directive 1999/21/EC ensure 
the free movement of such food in a 
satisfactory manner, while ensuring a high 
level of protection of public health. It is 
therefore appropriate that this Regulation 
focuses on the general compositional and 
information requirements for infant 
formula and follow-on formulae, processed 
cereal-based food and baby food for infants 
and young children and to food for special 
medical purposes, taking into account 
Commission Directive 2006/141/EC, 
Commission Directive 2006/125/EC and 
Commission Directive 1999/21/EC.

formulae, processed cereal-based food and 
baby food and food for special medical 
purposes. Experience has shown that the 
provisions laid down in Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC, as well as 
Commission Directive 1999/21/EC ensure 
the free movement of such food in a 
satisfactory manner, while ensuring a high 
level of protection of public health and 
consumers’ interests. It is therefore 
appropriate that this Regulation focuses on 
the general compositional and information 
requirements for infant formula and 
follow-on formulae, processed cereal-
based food and baby food for infants and 
young children and to food for special 
medical purposes, taking into account 
Commission Directive 2006/141/EC, 
Commission Directive 2006/125/EC and 
Commission Directive 1999/21/EC. In this 
context, any substances that are liable to 
be harmful to the health of the categories 
concerned should be excluded from the 
composition of categories of foods covered 
by this Regulation.

Or. en

Amendment 37
Matteo Salvini

Proposal for a regulation
Recital 16

Text proposed by the Commission Amendment

(16) To ensure legal certainty, definitions 
laid down in Commission Directive 
2006/141/EC, Commission Directive 
2006/125/EC and Commission Directive 
1999/21/EC should be transferred to this 
Regulation. However, the definitions of 
infant formulae and follow-on formulae, 
processed cereal-based food and baby 
food, and food for special medical 

(16) To ensure legal certainty, definitions 
laid down in Commission Directive 
2006/141/EC, Commission Directive 
2006/125/EC, Commission Directive 
1999/21/EC, Commission Directive 
96/8/EC and Commission Regulation 
(EC) No 41/2009 should be transferred to 
this Regulation. However, the definitions 
of infant formulae and follow-on formulae, 
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purposes should be regularly adapted 
taking into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

processed cereal-based food and baby 
food, milk-based drinks intended for 
young children, food for special medical 
purposes, food intended for weight 
reduction and control, food intended to 
meet the expenditure for intense muscular 
effort and foodstuffs for people intolerant 
to gluten should be regularly adapted 
taking into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

Or. en

Amendment 38
Lara Comi, Amalia Sartori, Paolo Bartolozzi, Andrea Zanoni, Elisabetta Gardini

Proposal for a regulation
Recital 16

Text proposed by the Commission Amendment

(16) To ensure legal certainty, definitions 
laid down in Commission Directive 
2006/141/EC, Commission Directive 
2006/125/EC and Commission Directive 
1999/21/EC should be transferred to this 
Regulation. However, the definitions of 
infant formulae and follow-on formulae, 
processed cereal-based food and baby 
food, and food for special medical 
purposes should be regularly adapted 
taking into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

(16) To ensure legal certainty, definitions 
laid down in Commission Directive 
2006/141/EC, Commission Directive 
2006/125/EC, Commission Directive 
1999/21/EC and Commission Regulation 
(EC) No 41/2009 should be transferred to 
this Regulation. However, the definitions 
of infant formulae and follow-on formulae, 
processed cereal-based food and baby 
food, food for special medical purposes 
and foodstuffs for people intolerant to 
gluten should be regularly adapted taking 
into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

Or. en

Amendment 39
Gianni Pittella



AM\885312EN.doc 21/91 PE478.332v01-00

EN

Proposal for a regulation
Recital 16

Text proposed by the Commission Amendment

(16) To ensure legal certainty, definitions 
laid down in Commission Directive 
2006/141/EC, Commission Directive 
2006/125/EC and Commission Directive 
1999/21/EC should be transferred to this 
Regulation. However, the definitions of 
infant formulae and follow-on formulae, 
processed cereal-based food and baby 
food, and food for special medical 
purposes should be regularly adapted 
taking into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

(16) To ensure legal certainty, definitions 
laid down in Commission Directive 
2006/141/EC, Commission Directive 
2006/125/EC, Commission Directive 
1999/21/EC and Commission Regulation 
(EC) No 41/2009 should be transferred to 
this Regulation. However, the definitions 
of infant formulae and follow-on formulae, 
processed cereal-based food and baby 
food, food for special medical purposes
and foodstuffs for people intolerant to 
gluten should be regularly adapted taking 
into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

Or. en

Amendment 40
Bernadette Vergnaud

Proposal for a regulation
Recital 16

Text proposed by the Commission Amendment

(16) To ensure legal certainty, definitions 
laid down in Commission Directive
2006/141/EC, Commission Directive
2006/125/EC and Commission Directive
1999/21/EC should be transferred to this 
Regulation. However, the definitions of 
infant formulae and follow-on formulae, 
processed cereal-based food and baby 
food, and food for special medical 
purposes should be regularly adapted 
taking into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

(16) To ensure legal certainty, definitions 
laid down in Commission Directives
2006/141/EC, 2006/125/EC and 
1999/21/EC and in Commission 
Regulation (EC) No 41/2009 should be 
transferred to this Regulation. However, 
the definitions of infant formulae and 
follow-on formulae, processed cereal-
based food and baby food, food for special 
medical purposes and foodstuffs for 
people intolerant to gluten should be 
regularly adapted taking into account
technical and scientific progress and 
relevant developments at international 
level, as appropriate.
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Or. fr

Amendment 41
Robert Rochefort

Proposal for a regulation
Recital 16

Text proposed by the Commission Amendment

(16) To ensure legal certainty, definitions 
laid down in Commission Directive
2006/141/EC, Commission Directive
2006/125/EC and Commission Directive
1999/21/EC should be transferred to this 
Regulation. However, the definitions of 
infant formulae and follow-on formulae, 
processed cereal-based food and baby 
food, and food for special medical 
purposes should be regularly adapted 
taking into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

(16) To ensure legal certainty, definitions 
laid down in Commission Directives
2006/141/EC, 2006/125/EC, 1999/21/EC 
and 96/8/EC should be transferred to this 
Regulation. However, the definitions of 
infant formulae and follow-on formulae, 
processed cereal-based food and baby 
food, food for special medical purposes 
and foodstuffs intended for use in energy-
restricted diets for weight reduction 
should be regularly adapted taking into 
account technical and scientific progress 
and relevant developments at international 
level, as appropriate.

Or. fr

Amendment 42
Iliana Ivanova

Proposal for a regulation
Recital 16

Text proposed by the Commission Amendment

(16) To ensure legal certainty, definitions 
laid down in Commission Directive 
2006/141/EC, Commission Directive
2006/125/EC and Commission Directive 
1999/21/EC should be transferred to this 
Regulation. However, the definitions of 
infant formulae and follow-on formulae, 
processed cereal-based food and baby 
food, and food for special medical 

(16) To ensure legal certainty, definitions 
laid down in Commission Directive 
2006/141/EC, Commission Directive 
2006/125/EC and Commission Directive 
1999/21/EC should be transferred to this 
Regulation.
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purposes should be regularly adapted 
taking into account technical and 
scientific progress and relevant 
developments at international level, as 
appropriate.

Or. en

Justification

See amendment 12 of Draft Opinion by Mrs. Ivanova

Amendment 43
Matteo Salvini

Proposal for a regulation
Recital 19

Text proposed by the Commission Amendment

(19) This Regulation should provide the 
criteria for the establishment of the specific 
compositional and information 
requirements for infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes, taking into account Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC and Commission 
Directive 1999/21/EC. In order to adapt the 
definitions of infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes laid down in this Regulation 
taking into account technical and scientific 
progress and relevant developments at 
international level, to lay down the specific 
compositional and information 
requirements with respect to the categories 
of food covered by this Regulation, 
including for additional labelling 
requirements to, or derogations from, the 
provisions of Directive 2000/13/EC and for 
the authorisation of nutrition and health 
claims, the power to adopt acts in 
accordance with Article 290 of the Treaty 

(19) This Regulation should provide the 
criteria for the establishment of the specific 
compositional and information 
requirements for infant formula, follow-on 
formula, processed cereal-based food and 
baby food, milk-based drinks intended for 
young children, food for special medical 
purposes, food intended for weight 
reduction and control, food intended to 
meet the expenditure of intense muscular 
effort and foodstuffs for people intolerant 
to gluten, taking into account Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC, Commission 
Directive 1999/21/EC, Commission 
Directive 96/8/EC and Commission 
Regulation (EC) No 41/2009. In order to 
adapt the definitions of infant formula, 
follow-on formula, processed cereal-based 
food and baby food, milk-based drinks 
intended for young children, food for 
special medical purposes, food intended 
for weight reduction and control, food 
intended to meet the expenditure of
intense muscular effort and foodstuffs for 
people intolerant to gluten laid down in 
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on the Functioning of the European Union 
should be delegated to the Commission. It 
is of particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing-up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

this Regulation taking into account 
technical and scientific progress and 
relevant developments at international 
level, to lay down the specific 
compositional and information 
requirements and the process for placing 
on the market of food resulting from 
scientific and technological innovations
with respect to the categories of food 
covered by this Regulation, including for 
additional labelling requirements to, or 
derogations from, the provisions of 
Directive 2000/13/EC and for the 
authorisation of nutrition and health 
claims, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission. It 
is of particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing-up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

Or. en

Amendment 44
Lara Comi, Amalia Sartori, Paolo Bartolozzi, Andrea Zanoni, Elisabetta Gardini

Proposal for a regulation
Recital 19

Text proposed by the Commission Amendment

(19) This Regulation should provide the 
criteria for the establishment of the specific 
compositional and information 
requirements for infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes, taking into account Commission 
Directive 2006/141/EC, Commission 

(19) This Regulation should provide the 
criteria for the establishment of the specific 
compositional and information 
requirements for infant formula, follow-on 
formula, processed cereal-based food and 
baby food, food for special medical 
purposes and foodstuffs for people 
intolerant to gluten, taking into account 
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Directive 2006/125/EC and Commission 
Directive 1999/21/EC. In order to adapt the 
definitions of infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes laid down in this Regulation 
taking into account technical and scientific 
progress and relevant developments at 
international level, to lay down the specific 
compositional and information 
requirements with respect to the categories 
of food covered by this Regulation, 
including for additional labelling 
requirements to, or derogations from, the
provisions of Directive 2000/13/EC and for 
the authorisation of nutrition and health 
claims, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission. It 
is of particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing-up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

Commission Directive 2006/141/EC, 
Commission Directive 2006/125/EC,
Commission Directive 1999/21/EC and 
Commission Regulation (EC) No 41/2009. 
In order to adapt the definitions of infant 
formula, follow-on formula, processed 
cereal-based food and baby food, food for 
special medical purposes and foodstuffs 
for people intolerant to gluten laid down 
in this Regulation taking into account 
technical and scientific progress and 
relevant developments at international 
level, to lay down the specific 
compositional and information 
requirements with respect to the categories 
of food covered by this Regulation, 
including for additional labelling 
requirements to, or derogations from, the 
provisions of Directive 2000/13/EC and for 
the authorisation of nutrition and health 
claims, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission. It 
is of particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing-up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

Or. en

Amendment 45
Gianni Pittella

Proposal for a regulation
Recital 19

Text proposed by the Commission Amendment

(19) This Regulation should provide the 
criteria for the establishment of the specific 

(19) This Regulation should provide the 
criteria for the establishment of the specific 
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compositional and information 
requirements for infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes, taking into account Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC and Commission 
Directive 1999/21/EC. In order to adapt the 
definitions of infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes laid down in this Regulation 
taking into account technical and scientific 
progress and relevant developments at 
international level, to lay down the specific 
compositional and information 
requirements with respect to the categories 
of food covered by this Regulation, 
including for additional labelling 
requirements to, or derogations from, the 
provisions of Directive 2000/13/EC and for 
the authorisation of nutrition and health 
claims, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission. It 
is of particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing-up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

compositional and information 
requirements for infant formula, follow-on 
formula, processed cereal-based food and 
baby food, food for special medical 
purposes and foodstuffs for people 
intolerant to gluten, taking into account 
Commission Directive 2006/141/EC, 
Commission Directive 2006/125/EC,
Commission Directive 1999/21/EC and 
Commission Regulation (EC) No 41/2009. 
In order to adapt the definitions of infant 
formula, follow-on formula, processed 
cereal-based food and baby food, food for 
special medical purposes and foodstuffs 
for people intolerant to gluten laid down 
in this Regulation taking into account 
technical and scientific progress and 
relevant developments at international 
level, to lay down the specific 
compositional and information 
requirements and the process for placing 
on the market of food resulting from 
scientific and technological innovations
with respect to the categories of food 
covered by this Regulation, including for 
additional labelling requirements to, or 
derogations from, the provisions of 
Directive 2000/13/EC and for the 
authorisation of nutrition and health 
claims, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission. It 
is of particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing-up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

Or. en



AM\885312EN.doc 27/91 PE478.332v01-00

EN

Amendment 46
Bernadette Vergnaud

Proposal for a regulation
Recital 19

Text proposed by the Commission Amendment

(19) This Regulation should provide the 
criteria for the establishment of the specific 
compositional and information 
requirements for infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes, taking into account Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC and Commission 
Directive 1999/21/EC. In order to adapt the 
definitions of infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes laid down in this Regulation 
taking into account technical and scientific 
progress and relevant developments at 
international level, to lay down the specific 
compositional and information 
requirements with respect to the categories 
of food covered by this Regulation, 
including for additional labelling
requirements to, or derogations from, the 
provisions of Directive 2000/13/EC and for 
the authorisation of nutrition and health 
claims, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission. It 
is of particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing-up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

(19) This Regulation should provide the 
criteria for the establishment of the specific 
compositional and information 
requirements for infant formula, follow-on 
formula, processed cereal-based food and 
baby food, food for special medical 
purposes and foodstuffs for people 
intolerant to gluten, taking into account 
Commission Directives 2006/141/EC, 
2006/125/EC and 1999/21/EC, and 
Commission Regulation (EC) No 41/2009. 
In order to adapt the definitions of infant 
formula, follow-on formula, processed 
cereal-based food and baby food, food for 
special medical purposes and foodstuffs 
for people intolerant to gluten laid down 
in this Regulation taking into account 
technical and scientific progress and 
relevant developments at international 
level, to lay down the specific 
compositional and information 
requirements with respect to the categories 
of food covered by this Regulation, 
including for additional labelling 
requirements to, or derogations from, the 
provisions of Directive 2000/13/EC and for 
the authorisation of nutrition and health 
claims, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission. It 
is of particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing-up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.
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Or. fr

Amendment 47
Robert Rochefort

Proposal for a regulation
Recital 19

Text proposed by the Commission Amendment

(19) This Regulation should provide the 
criteria for the establishment of the specific 
compositional and information 
requirements for infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes, taking into account Commission 
Directive 2006/141/EC, Commission 
Directive 2006/125/EC and Commission 
Directive 1999/21/EC. In order to adapt the 
definitions of infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes laid down in this Regulation 
taking into account technical and scientific 
progress and relevant developments at 
international level, to lay down the specific 
compositional and information 
requirements with respect to the categories 
of food covered by this Regulation, 
including for additional labelling 
requirements to, or derogations from, the 
provisions of Directive 2000/13/EC and for 
the authorisation of nutrition and health 
claims, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission. It 
is of particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing-up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 

(19) This Regulation should provide the 
criteria for the establishment of the specific 
compositional and information 
requirements for infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes, taking into account Commission 
Directives 2006/141/EC, 2006/125/EC,
1999/21/EC and 96/8/EC. In order to adapt 
the definitions of infant formula, follow-on 
formula, processed cereal-based food and 
baby food, foodstuffs intended for use in 
energy-restricted diets for weight 
reduction and food for special medical 
purposes laid down in this Regulation 
taking into account technical and scientific 
progress and relevant developments at 
international level, to lay down the specific 
compositional and information 
requirements with respect to the categories 
of food covered by this Regulation, 
including for additional labelling 
requirements to, or derogations from, the 
provisions of Directive 2000/13/EC and for 
the authorisation of nutrition and health 
claims, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission. It 
is of particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing-up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
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Council. documents to the European Parliament and 
Council.

Or. fr

Amendment 48
Matteo Salvini

Proposal for a regulation
Recital 19 a (new)

Text proposed by the Commission Amendment

(19a) Whereas foods controlled by this 
Regulation are specialised foods 
distinguishable from foodstuffs intended 
for normal consumption, and which are 
governed by specific compositional 
criteria and which are required to provide 
additional mandatory labelling 
information to foodstuffs intended for 
normal consumption, it is appropriate to 
provide derogations, where appropriate, to 
those mandatory labelling requirements 
laid down in Regulation (EU) 
No 1169/2011 of the European 
Parliament and of the Council of 
25 October 2011 on the provision of food 
information to consumers1.
_______________
1 OJ L 304, 22.11.2011, p. 18.

Or. en

Justification

As foods for specialised nutrition are different from foodstuffs for normal consumption, 
derogations must be provided, where appropriate, from the revised Food Information to 
Consumers Regulation.

Amendment 49
Gianni Pittella
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Proposal for a regulation
Recital 19 a (new)

Text proposed by the Commission Amendment

(19a) Whereas foods controlled by this 
Regulation are specialised foods 
distinguishable from foodstuffs intended 
for normal consumption, and which are 
governed by specific compositional 
criteria and which are required to provide 
additional mandatory labelling 
information to foodstuffs intended for 
normal consumption, it is appropriate to 
provide derogations, where appropriate, to 
those mandatory labelling requirements 
laid down in Regulation (EU) 
No 1169/2011 of the European 
Parliament and of the Council of 
25 October 2011 on the provision of food 
information to consumers.
________________
1 OJ L 304, 22.11.2011, p. 18.

Or. en

Justification

As foods for specialised nutrition are different from foodstuffs for normal consumption, 
derogations must be provided, where appropriate, from the revised Food Information to 
Consumers Regulation.

Amendment 50
Olga Sehnalová

Proposal for a regulation
Recital 19 a (new)

Text proposed by the Commission Amendment

(19a) Taking into account relevant 
technical and scientific progress, the 
Commission should be empowered to 
update the delegated acts adopted 
pursuant to this Regulation. This should 
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foster innovation in the sector of food 
intended for infants and young children 
and food for special medical purposes, 
which must not occur at the expenses of 
product safety.

Or. en

Justification

Some marketed foods are designed for a certain kind of activity, for a clear purpose, are 
innovated, but without taking into account of security aspects for the end consumer. The 
shadow Rapporteur therefore agrees with the support of industry, but notes that it can not 
lead to the complete opening of the market and deny the principles of food safety for end 
users, especially for foods that are covered by the scope of proposed Regulation.

Amendment 51
Matteo Salvini

Proposal for a regulation
Recital 20

Text proposed by the Commission Amendment

(20) It is appropriate to establish and 
update a Union list of vitamins, minerals, 
amino acids and other substances that may 
be added to infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes, subject to certain criteria laid 
down in this Regulation. Given the fact 
that the adoption of the list implies the 
application of criteria set out in this 
Regulation, implementing powers should 
be conferred on the Commission in that 
respect. Those powers should be exercised 
in accordance with Regulation (EU) No 
182/2011 of the European Parliament and 
of the Council of 16 February 2011 laying 
down the rules and general principles 
concerning mechanisms for control by 
Member States of the Commission’s 
exercise of implementing powers. The 
Commission should adopt immediately 
applicable implementing acts updating the 

(20) It is appropriate to establish and 
update a Union list of substances that may 
be added for specific nutritional purposes
to infant formula, follow-on formula, 
processed cereal-based food and baby 
foods, food for special medical purposes, 
food intended for weight reduction and 
control, food intended to meet expenditure 
of intense muscular effort, and foodstuffs 
for people intolerant to gluten, taking into 
account Regulation (EC) No 953/2009, 
and Commission Directives 2006/141/EC 
and 2006/125/EC, subject to certain 
criteria laid down in this Regulation. Given 
the fact that the adoption of the list implies 
the application of criteria set out in this 
Regulation, implementing powers should 
be conferred on the Commission in that 
respect. Those powers should be exercised 
in accordance with Regulation (EU) No 
182/2011 of the European Parliament and
of the Council of 16 February 2011 laying
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Union list, where, in duly justified cases 
relating to public health, imperative 
grounds of urgency so require.

down the rules and general principles 
concerning mechanisms for control by 
Member States of the Commission’s 
exercise of implementing powers. The 
Commission should adopt immediately 
applicable implementing acts updating the 
Union list, where, in duly justified cases 
relating to public health, imperative 
grounds of urgency so require.

Or. en

Justification

Existing Regulation (EC) No 953/2009, Directives 2006/141/EC and 2006/125/EC regulates 
substances that may be added for specific nutritional purposes. Retaining this terminology 
avoids confusion on the scope and purpose of the Union list of substances. The simplified and 
consolidated list of substances that may be added for specific nutritional purposes must take 
into account those substances that are currently permitted under the existing rules.

Amendment 52
Lara Comi, Amalia Sartori, Paolo Bartolozzi, Andrea Zanoni, Elisabetta Gardini

Proposal for a regulation
Recital 20

Text proposed by the Commission Amendment

(20) It is appropriate to establish and 
update a Union list of vitamins, minerals, 
amino acids and other substances that may 
be added to infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes, subject to certain criteria laid 
down in this Regulation. Given the fact 
that the adoption of the list implies the 
application of criteria set out in this 
Regulation, implementing powers should 
be conferred on the Commission in that 
respect. Those powers should be exercised 
in accordance with Regulation (EU) No 
182/2011 of the European Parliament and 
of the Council of 16 February 2011 laying 
down the rules and general principles 
concerning mechanisms for control by 

(20) It is appropriate to establish and 
update a Union list of substances that may 
be added for specific nutritional purposes
to infant formula, follow-on formula, 
processed cereal-based food and baby 
food, food for special medical purposes
and foodstuffs for people intolerant to 
gluten, taking into account Regulation 
(EC) No 953/2009, and Commission 
Directives 2006/141/EC and 2006/125/EC,
subject to certain criteria laid down in this 
Regulation. Given the fact that the 
adoption of the list implies the application 
of criteria set out in this Regulation, 
implementing powers should be conferred 
on the Commission in that respect. Those 
powers should be exercised in accordance 
with Regulation (EU) No 182/2011 of the 
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Member States of the Commission’s 
exercise of implementing powers. The 
Commission should adopt immediately 
applicable implementing acts updating the 
Union list, where, in duly justified cases 
relating to public health, imperative 
grounds of urgency so require.

European Parliament and of the Council of 
16 February 2011 laying down the rules 
and general principles concerning 
mechanisms for control by Member States 
of the Commission’s exercise of 
implementing powers. The Commission 
should adopt immediately applicable 
implementing acts updating the Union list, 
where, in duly justified cases relating to 
public health, imperative grounds of 
urgency so require.

Or. en

Justification

Existing Regulation (EC) No 953/2009 and Directives 2006/141/EC and 2006/125/EC 
regulate substances that may be added for specific nutritional purposes. Retaining this 
terminology avoids confusion on the scope and purpose of the Union list of substances. The 
simplified and consolidated list of substances that may be added for specific nutritional 
purposes must take into account those substances that are currently permitted under the 
existing rules.

Amendment 53
Gianni Pittella

Proposal for a regulation
Recital 20

Text proposed by the Commission Amendment

(20) It is appropriate to establish and 
update a Union list of vitamins, minerals, 
amino acids and other substances that may 
be added to infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes, subject to certain criteria laid 
down in this Regulation. Given the fact 
that the adoption of the list implies the 
application of criteria set out in this 
Regulation, implementing powers should 
be conferred on the Commission in that 
respect. Those powers should be exercised 
in accordance with Regulation (EU) No 
182/2011 of the European Parliament and 

(20) It is appropriate to establish and 
update a Union list of substances that may 
be added for specific nutritional purposes
to infant formula, follow-on formula, 
processed cereal-based food and baby 
foods, food for special medical purposes, 
and foodstuffs for people intolerant to 
gluten, taking into account Regulation 
(EC) No 953/2009, and Commission 
Directives 2006/141/EC and 2006/125/EC,
subject to certain criteria laid down in this 
Regulation. Given the fact that the 
adoption of the list implies the application 
of criteria set out in this Regulation, 
implementing powers should be conferred 
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of the Council of 16 February 2011 laying 
down the rules and general principles 
concerning mechanisms for control by 
Member States of the Commission’s 
exercise of implementing powers. The 
Commission should adopt immediately 
applicable implementing acts updating the 
Union list, where, in duly justified cases 
relating to public health, imperative 
grounds of urgency so require.

on the Commission in that respect. Those 
powers should be exercised in accordance 
with Regulation (EU) No 182/2011 of the 
European Parliament and of the Council of 
16 February 2011 laying down the rules 
and general principles concerning 
mechanisms for control by Member States 
of the Commission’s exercise of 
implementing powers. The Commission 
should adopt immediately applicable 
implementing acts updating the Union list, 
where, in duly justified cases relating to 
public health, imperative grounds of 
urgency so require.

Or. en

Amendment 54
Bernadette Vergnaud

Proposal for a regulation
Recital 20

Text proposed by the Commission Amendment

(20) It is appropriate to establish and 
update a Union list of vitamins, minerals,
amino acids and other substances that may 
be added to infant formula, follow-on 
formula, processed cereal-based food and 
baby food, and food for special medical 
purposes, subject to certain criteria laid 
down in this Regulation. Given the fact 
that the adoption of the list implies the 
application of criteria set out in this 
Regulation, implementing powers should 
be conferred on the Commission in that 
respect. Those powers should be exercised 
in accordance with Regulation (EU) No 
182/2011 of the European Parliament and 
of the Council of 16 February 2011 laying 
down the rules and general principles 
concerning mechanisms for control by 
Member States of the Commission’s 
exercise of implementing powers. The 
Commission should adopt immediately 

(20) It is appropriate to establish and 
update a Union list of substances, 
including vitamins, minerals and amino
acids, that may be added for specific 
nutritional purposes to infant formula, 
follow-on formula, processed cereal-based 
food and baby food, food for special 
medical purposes and foodstuffs for 
people intolerant to gluten, taking into 
account Regulation (EC) No 953/2009 
and Directives 2006/141/EC and 
2006/125/EC, subject to certain criteria 
laid down in this Regulation. Given the 
fact that the adoption of the list implies the 
application of criteria set out in this 
Regulation, implementing powers should 
be conferred on the Commission in that 
respect. These powers should be exercised 
in accordance with Regulation (EU) 
No 182/2011 of the European Parliament 
and of the Council of 16 February 2011 
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applicable implementing acts updating the 
Union list, where, in duly justified cases 
relating to public health, imperative 
grounds of urgency so require.

laying down the rules and general 
principles concerning mechanisms for 
control by Member States of the 
Commission’s exercise of implementing 
powers. The Commission should adopt 
immediately applicable implementing acts 
updating the Union list, where, in duly 
justified cases relating to public health, 
imperative grounds of urgency so require.

Or. fr

Amendment 55
Matteo Salvini

Proposal for a regulation
Recital 24

Text proposed by the Commission Amendment

(24) Council Directive 92/52/EEC states 
that infant formulae and follow-on 
formulae exported or re-exported from the 
European Union have to comply with
Union law unless otherwise required by
the importing country. This principle has 
already been established for food in 
Regulation (EC) No 178/2002. For the 
sake of simplification and legal certainty, 
Directive 92/52/EEC should therefore be 
repealed.

(24) In the case of export of infant 
formulae and follow-on formulae, products 
must comply with Directive 2006/141/EC, 
or the international standards of Codex 
Alimentarius or the rules in force in the 
importing country.

Or. en

Justification

The General Food Law Regulation No 178/2002 does not establish clear rules in the case of 
export to third countries and includes no references to the Codex Alimentarius. The European 
Union exports a great deal of infant food to third countries, and if foods for specialized 
nutrition would be subject to these general food law rules for export to third countries it is 
likely that there will be problems with interpretation.

Amendment 56
Lara Comi, Amalia Sartori, Paolo Bartolozzi, Andrea Zanoni, Elisabetta Gardini
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Proposal for a regulation
Recital 26

Text proposed by the Commission Amendment

(26) Currently, the statements ‘gluten-free’
and ‘very low gluten’ may be used for food
intended for particular nutritional uses 
and for food for normal consumption
under the rules specified in Commission
Regulation (EC) No 41/2009 concerning 
the composition and labelling of 
foodstuffs suitable for people intolerant to 
gluten. Such statements could be 
construed as nutrition claims, as defined 
in Regulation (EC) No 1924/2006. For the 
sake of simplification, those statements 
should be regulated solely by Regulation 
(EC) No 1924/2006 and comply with 
requirements therein. It is necessary that 
technical adaptations pursuant to 
Regulation (EC) No 1924/2006, 
incorporating the nutrition claims 
‘gluten-free’ and ‘very low gluten’ and 
their associated conditions of use as 
regulated under Regulation (EC) No 
41/2009 be completed prior to the entry 
into application of this Regulation.

(26) Currently, the statements ‘gluten-free’
and ‘very low gluten’ may be used for 
foods for specialised nutrition intended 
for people intolerant to gluten under the 
rules specified in Article 3 of Regulation 
(EC) No 41/2009. In addition, the 
statement ‘gluten-free’ may be used for 
foodstuffs for normal consumption and 
other foods for specialised nutrition 
suitable for people intolerant to gluten 
under the rules specified in Article 4 of 
Regulation (EC) No 41/2009 which do not 
allow the use of the statement ‘very low 
gluten’ for these foods. Such foods for 
specialized nutrition intended for people 
intolerant to gluten should be maintained 
in this Regulation, as providing such safe 
foods intended for people intolerant to 
gluten and informing coeliacs about the 
absence of gluten is vital to the 
management of the disease. This is in line 
with the international standard for foods 
for special dietary use for persons 
intolerant to gluten (CODEX STAN 118-
1979 revised in 2008). Also the conditions 
of use of the claim ‘gluten-free’ for foods 
for normal consumption should be 
maintained in the Regulation (EC) No 
41/2009.

Or. en

Justification

"Gluten-free" is not a nutrition claim, and it should be treated as it is, i.e. as the only form of 
therapy for people suffering of Coeliac disease.

Amendment 57
Bernadette Vergnaud
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Proposal for a regulation
Recital 26

Text proposed by the Commission Amendment

(26) Currently, the statements ‘gluten-free’
and ‘very low gluten’ may be used for food 
intended for particular nutritional uses and 
for food for normal consumption under the 
rules specified in Commission Regulation 
(EC) No 41/2009 concerning the 
composition and labelling of foodstuffs 
suitable for people intolerant to gluten. 
Such statements could be construed as 
nutrition claims, as defined in Regulation 
(EC) No 1924/2006. For the sake of 
simplification, those statements should be 
regulated solely by Regulation (EC) No 
1924/2006 and comply with requirements 
therein. It is necessary that technical 
adaptations pursuant to Regulation (EC) 
No 1924/2006, incorporating the nutrition
claims ‘gluten-free’ and ‘very low gluten’
and their associated conditions of use as 
regulated under Regulation (EC) No 
41/2009 be completed prior to the entry 
into application of this Regulation.

(26) Currently, the statements ‘gluten-free’
and ‘very low gluten’ may be used for food 
intended for particular nutritional uses and 
for special food for people intolerant to 
gluten under the rules specified in Article 3 
of Regulation (EC) No 41/2009. 
Furthermore, the statement ‘gluten-free’
may be used for food for normal 
consumption and for foodstuffs suitable 
for people intolerant to gluten under the 
rules specified in Article 4 of Regulation 
(EC) No 41/2009, which does not 
authorise use of the statement ‘very low 
gluten’ for these foods. These foodstuffs 
for special food for people intolerant to 
gluten should be retained in this 
regulation, insofar as provision of such 
safe foodstuffs for people intolerant to 
gluten and information for people with 
coeliac disease on the absence of gluten is 
essential for management of the disease. 
This is in accordance with the 
international standard for foods for 
special dietary use for persons intolerant 
to gluten (CODEX STAN 118-1979 
revised in 2008). Thus the conditions for 
using the statement ‘gluten-free’ for food 
products for normal consumption should 
be maintained in Regulation (EC) No 
41/2009.

Or. fr

Amendment 58
Gianni Pittella

Proposal for a regulation
Recital 26
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Text proposed by the Commission Amendment

(26) Currently, the statements ‘gluten-free’
and ‘very low gluten’ may be used for food 
intended for particular nutritional uses 
and for food for normal consumption
under the rules specified in Commission
Regulation (EC) No 41/2009 concerning 
the composition and labelling of 
foodstuffs suitable for people intolerant to 
gluten. Such statements could be 
construed as nutrition claims, as defined 
in Regulation (EC) No 1924/2006. For the 
sake of simplification, those statements 
should be regulated solely by Regulation 
(EC) No 1924/2006 and comply with 
requirements therein. It is necessary that 
technical adaptations pursuant to 
Regulation (EC) No 1924/2006, 
incorporating the nutrition claims 
‘gluten-free’ and ‘very low gluten’ and 
their associated conditions of use as 
regulated under Regulation (EC) No 
41/2009 be completed prior to the entry 
into application of this Regulation.

(26) Currently, the statements ‘gluten-free’
and ‘very low gluten’ may be used for 
foods for specialised nutrition intended 
for people intolerant to gluten under the 
rules specified in Article 3 of Regulation 
(EC) No 41/2009. In addition, the 
statement ‘gluten-free’ may be used for 
foodstuffs for normal consumption and 
other foods for specialised nutrition 
suitable for people intolerant to gluten 
under the rules specified in Article 4 of 
Regulation (EC) No 41/2009 which do not 
allow the use of the statement ‘very low 
gluten’ for these foods. Such foods for
specialized nutrition intended for people 
intolerant to gluten should be maintained 
in this Regulation, as providing such safe 
foods intended for people intolerant to 
gluten and informing coeliacs about the 
absence of gluten is vital to the 
management of the disease. This is in line 
with the international standard for foods 
for special dietary use for persons 
intolerant to gluten (CODEX STAN 118-
1979 revised in 2008).

Or. en

Amendment 59
Matteo Salvini

Proposal for a regulation
Recital 26

Text proposed by the Commission Amendment

(26) Currently, the statements ‘gluten-free’
and ‘very low gluten’ may be used for food 
intended for particular nutritional uses 
and for food for normal consumption
under the rules specified in Commission
Regulation (EC) No 41/2009 concerning 
the composition and labelling of 

(26) Currently, the statements ‘gluten-free’
and ‘very low gluten’ may be used for 
foods for specialised nutrition intended 
for people intolerant to gluten under the 
rules specified in Article 3 of Regulation 
(EC) No 41/2009. In addition, the 
statement ‘gluten-free’ may be used for 
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foodstuffs suitable for people intolerant to 
gluten. Such statements could be construed 
as nutrition claims, as defined in 
Regulation (EC) No 1924/2006. For the 
sake of simplification, those statements 
should be regulated solely by Regulation 
(EC) No 1924/2006 and comply with 
requirements therein. It is necessary that 
technical adaptations pursuant to 
Regulation (EC) No 1924/2006, 
incorporating the nutrition claims ‘gluten-
free’ and ‘very low gluten’ and their 
associated conditions of use as regulated 
under Regulation (EC) No 41/2009 be 
completed prior to the entry into 
application of this Regulation.

foodstuffs for normal consumption and 
other foods for specialised nutrition 
suitable for people intolerant to gluten 
under the rules specified in Article 4 of 
Regulation (EC) No 41/2009 which do not 
allow the use of the statement ‘very low 
gluten’ for these foods. Such foods for 
specialized nutrition intended for people 
intolerant to gluten should be maintained 
in this Regulation, as providing such safe 
foods intended for people intolerant to 
gluten and informing coeliacs about the 
absence of gluten is vital to the 
management of the disease. This is in line 
with the international standard for foods 
for special dietary use for persons 
intolerant to gluten (CODEX STAN 118-
1979 revised in 2008).

Or. en

Justification

Coeliac disease is a disease for which the only form of therapy is the total exclusion of gluten 
from the diet for the entirety of the patient’s life span. “Gluten free” is not a nutrition claim, 
as it is not beneficial for the general population, but only for Coeliac patients. Categorizing 
gluten free as a nutrition claim would be misleading for general consumers, as gluten is a 
normal protein found in wheat and other cereals, which are an important part of a balanced 
diet.

Amendment 60
Anja Weisgerber

Proposal for a regulation
Recital 26

Text proposed by the Commission Amendment

(26) Currently, the statements ‘gluten-free’
and ‘very low gluten’ may be used for food 
intended for particular nutritional uses and 
for food for normal consumption under the 
rules specified in Commission Regulation 
(EC) No 41/2009 concerning the 
composition and labelling of foodstuffs 
suitable for people intolerant to gluten. 

(26) Currently, the statements ‘gluten-free’
and ‘very low gluten’ may be used for food 
intended for particular nutritional uses and 
for food for normal consumption under the 
rules specified in Commission Regulation 
(EC) No 41/2009 concerning the 
composition and labelling of foodstuffs 
suitable for people intolerant to gluten. 
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Such statements could be construed as 
nutrition claims, as defined in Regulation 
(EC) No 1924/2006. For the sake of 
simplification, those statements should be 
regulated solely by Regulation (EC) No 
1924/2006 and comply with requirements 
therein. It is necessary that technical 
adaptations pursuant to Regulation (EC) 
No 1924/2006, incorporating the nutrition 
claims ‘gluten-free’ and ‘very low gluten’
and their associated conditions of use as 
regulated under Regulation (EC) No 
41/2009 be completed prior to the entry 
into application of this Regulation.

Gluten-free foods are the only food source 
for coeliac disease sufferers. The 
composition of foods is decisive in 
managing the condition. Gluten-free 
foods should therefore come under the 
scope of this Regulation.

Or. de

Justification

Coeliac disease is an auto-immune disorder which can only be managed by strict avoidance 
of foods containing gluten. Failure to adhere to a strict regime can lead to associated 
conditions such as cancer of the intestine. As the Commission states in recital 15, it is 
essential to maintain the intended nutritional adequacy for certain groups of the population.

Amendment 61
Matteo Salvini

Proposal for a regulation
Recital 27

Text proposed by the Commission Amendment

(27) ‘Meal replacement for weight 
control’ and ‘total diet replacement for 
weight control’ are considered as food for 
particular nutritional uses and are 
governed by specific rules adopted under 
Directive 96/8/EC. However, more and 
more food intended for the general 
population has appeared on the market 
carrying similar declarations which are 
presented as health claims for weight 
control. In order to eliminate any 
potential confusion between food 
marketed for weight control and in the 
interests of legal certainty and coherence 

deleted
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of Union legislation, such statements 
should be regulated solely by Regulation 
(EC) No 1924/2006 and comply with 
requirements therein. It is necessary that 
technical adaptations pursuant to 
Regulation (EC) No 1924/2006, 
incorporating the health claims referring 
to the body weight control for food 
presented as ‘total diet replacement for 
weight control’ and as ‘meal replacement 
for weight control’ and associated 
conditions of use as regulated under 
Directive 96/8/EC be completed prior to 
the entry into application of this 
Regulation.

Or. en

Justification

Very Low Calorie Diet (VLCD) products are dietetic foods and are recommended in special 
cases by healthcare professionals to lose weight before operations or under certain other 
situations. The very low calorie diet is composed of 800 kcal/day, and therefore requires the 
involvement of a health care professional. Should VLCD foods not be included under specific 
legislation, they should therefore be accommodated under the Foods for Special Medical 
Purposes category.

Amendment 62
Robert Rochefort

Proposal for a regulation
Recital 27

Text proposed by the Commission Amendment

(27) ‘Meal replacement for weight control’
and ‘total diet replacement for weight 
control’ are considered as food for 
particular nutritional uses and are governed 
by specific rules adopted under Directive 
96/8/EC. However, more and more food 
intended for the general population has 
appeared on the market carrying similar 
declarations which are presented as health 
claims for weight control. In order to 
eliminate any potential confusion between 

(27) ‘Meal replacement for weight control’
and ‘total diet replacement for weight 
control’ are considered as food for 
particular nutritional uses and are governed 
by specific rules adopted under Directive 
96/8/EC. However, more and more food 
intended for the general population has 
appeared on the market carrying similar 
declarations which are presented as health 
claims for weight control. In order to 
eliminate any potential confusion between 
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food marketed for weight control and in the 
interests of legal certainty and coherence of 
Union legislation, such statements should 
be regulated solely by Regulation (EC) No 
1924/2006 and comply with requirements 
therein. It is necessary that technical 
adaptations pursuant to Regulation (EC) 
No 1924/2006, incorporating the health 
claims referring to the body weight control 
for food presented as ‘total diet 
replacement for weight control’ and as
‘meal replacement for weight control’ and 
associated conditions of use as regulated 
under Directive 96/8/EC be completed 
prior to the entry into application of this 
Regulation.

food marketed for weight control, 
foodstuffs used in energy-restricted diets 
for weight reduction should be covered in 
this regulation. In view of the risks that it 
presents to human health and because it 
needs to be used under supervision, food 
for use in very low calorie diets (less than 
800 calories a day) should be governed by 
Directive 1999/21/EC.

Or. fr

Amendment 63
Anna Maria Corazza Bildt

Proposal for a regulation
Recital 27 a (new)

Text proposed by the Commission Amendment

(27a) There are currently no specific rules 
at Union level harmonising the 
composition, labelling and use of ‘milks 
intended for young children’, i.e. milks 
promoted as being particularly suited for 
children between one and three years old. 
Some of these milks are currently being 
notified by market players as ‘foods for 
particular nutritional purposes’ under 
Directive 2009/39/EC, whereas others are 
not. Moreover, while several of these 
milks are being marketed as ‘growing 
milks’, sound scientific evidence 
demonstrating the added health or 
nutritional value of these milks over 
normal milk is lacking. This situation 
causes obstacles to the functioning of the 
internal market and entails unequal levels 
of consumer protection across the Union. 
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In order to remedy this situation, ‘milks 
intended for young children’ should be 
regulated under Regulation (EC) 
No 1924/2006 and comply with 
requirements therein. Furthermore, the 
Commission should, after consulting the 
European Food Safety Authority, present 
to the European Parliament and to the 
Council a report on the desirability of 
special provisions regarding the 
composition and labelling of milks 
intended for young children, and propose 
measures accordingly.

Or. en

Amendment 64
Anna Maria Corazza Bildt

Proposal for a regulation
Recital 27 b (new)

Text proposed by the Commission Amendment

(27b) There are currently no specific rules 
at Union level on the composition, 
labelling and use of so-called "Very Low 
Calorie Diets" (VLCDs), which 
correspond to total diet replacements 
under 800 kcal. In view of the health risks 
they entail, VLCDs should be made 
available under medical supervision only 
and should be regulated under Directive 
1999/21/EC.

Or. en

Amendment 65
Matteo Salvini

Proposal for a regulation
Recital 29 a (new)
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Text proposed by the Commission Amendment

(29a) The categories of food covered by 
this Regulation are subject to the general 
labelling provisions laid down by 
Regulation (EU) No 1169/2011 of the 
European Parliament and of the Council 
of 25 October 2011 on the provision of 
food information to consumers1, without 
prejudice to the specific requirements on 
labelling, presentation and advertising 
provided for in this Regulation and to be 
adopted as delegated acts. It is reasonable 
to extend the transitional period for 
labelling changes provided for in 
Regulation (EU) No 1169/2011 for 
categories of foods covered by this 
Regulation, in line with the dates of 
application of the delegated acts,
_______________
1 OJ L 304, 22.11.2011, p. 18.

Or. en

Justification

In order to avoid unnecessary duplication of labelling changes, the implementation dates of 
the revised Food Information to Consumers Regulation should be aligned with the 
implementation dates of the delegated acts foreseen for products falling within the scope of 
this Regulation, which will also set down additional specific labelling requirements.

Amendment 66
Emma McClarkin, Edvard Kožušník

Proposal for a regulation
Recital 29 a (new)

Text proposed by the Commission Amendment

(29a) The categories of food covered by 
this Regulation are subject to the general 
labelling provisions laid down by 
Regulation (EU) No 1169/2011 of the 
European Parliament and of the Council 
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of 25 October 2011 on the provision of 
food information to consumers1, without 
prejudice to the specific requirements on 
labelling, presentation and advertising 
provided for in this Regulation and to be 
adopted as delegated acts. It is reasonable 
to extend the transitional period for 
labelling changes provided for in 
Regulation (EU) No 1169/2011 for 
categories of foods covered by this 
Regulation, in line with the dates of 
application of the delegated acts,
_______________
1 OJ L 304, 22.11.2011, p. 18.

Or. en

Justification

In order to avoid unnecessary duplication of labelling changes, the implementation dates of 
the revised Food Information to Consumers Regulation should be aligned with the 
implementation dates of the delegated acts foreseen for products falling within the scope of 
this Regulation, which will also set down additional specific labelling requirements.

Amendment 67
Iliana Ivanova

Proposal for a regulation
Recital 29 a (new)

Text proposed by the Commission Amendment

(29a) To ease access of small and 
medium-sized enterprises (SMEs) to the 
market which in some sectors, for 
example baby food and medical food, 
appear to be dominated by few large 
companies, the Commission should, in 
close cooperation with concerned 
stakeholders, adopt guidelines to help 
undertakings, in particular SMEs, to 
comply with the requirements laid down 
in this Regulation and thus facilitate 
competitiveness and innovation,
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Or. en

Amendment 68
Gianni Pittella

Proposal for a regulation
Article 1 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. This Regulation establishes 
compositional and information 
requirements for the following categories 
of food:

1. This Regulation establishes 
compositional and information 
requirements for the following categories 
of foods for specialised nutrition:

Or. en

Amendment 69
Matteo Salvini

Proposal for a regulation
Article 1 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. This Regulation establishes 
compositional and information 
requirements for the following categories 
of food:

1. This Regulation establishes 
compositional and information 
requirements for the following categories 
of foods for specialised nutrition:

Or. en

Justification

Some essential guarantees that are offered in the current dietetic Framework Directive 
(2009/39/EC) and under its relevant Vertical Directives have been removed to the detriment 
of vulnerable consumers, who require foods that are specially formulated to help them in the 
dietary management of specific conditions. The Commission’s proposal, by restricting the 
scope of the Regulation, risks weakening the health and safety of vulnerable consumer groups 
and restricting possibilities for future innovation based on scientific developments.

Amendment 70
Bernadette Vergnaud
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Proposal for a regulation
Article 1 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. This Regulation establishes 
compositional and information 
requirements for the following categories 
of food:

1. This Regulation establishes 
compositional and information 
requirements for the following categories 
of food for specialised nutrition:

Or. fr

Amendment 71
Gianni Pittella

Proposal for a regulation
Article 1 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) infant formula and follow-on formula; (a) infant formula and follow-on formula
for infants in good health;

Or. en

Amendment 72
Matteo Salvini

Proposal for a regulation
Article 1 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) infant formula and follow-on formula; (a) infant formula and follow-on formula
for infants in good health;

Or. en

Justification

In order to be consistent with existing legislation (Directive 2006/141/EC on Infant and 
Follow on Formula) and with the scientific data on which this legislation is based, it is 
necessary to make explicit reference to infants in good health for the infant formula and 
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follow-on formula category. This would also prevent potential confusion with food for special 
medical purposes which are designed for infants ‘not in good health.’

Amendment 73
Robert Rochefort

Proposal for a regulation
Article 1 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) infant formula and follow-on formula; (a) infant formula and follow-on formula
for infants in good health;

Or. fr

Amendment 74
Robert Rochefort

Proposal for a regulation
Article 1 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) processed cereal-based food and baby 
food for infants and young children;

(b) processed cereal-based food and baby 
food for infants and young children in 
good health;

Or. fr

Amendment 75
Matteo Salvini

Proposal for a regulation
Article 1 – paragraph 1 – point b a (new)

Text proposed by the Commission Amendment

(ba) milk-based drinks intended for young 
children;

Or. en
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Justification

Milk Based Drinks Intended for Young Children, also known as Toddlers Milks or Growing 
Up Milks, are specifically designed, nutrient dense products, which contribute to young 
children’s nutritional needs from 12-36 months.

Amendment 76
Gianni Pittella

Proposal for a regulation
Article 1 – paragraph 1 – point c a (new)

Text proposed by the Commission Amendment

(ca) foodstuffs for people intolerant to 
gluten;

Or. en

Amendment 77
Lara Comi, Amalia Sartori, Paolo Bartolozzi, Andrea Zanoni, Elisabetta Gardini

Proposal for a regulation
Article 1 – paragraph 1 – point c a (new)

Text proposed by the Commission Amendment

(ca) foodstuffs for people intolerant to 
gluten;

Or. en

Justification

It is necessary to include this category in the definition of the new Regulation to avoid 
creating confusion between disease-related foods and nutrition claims. The "gluten-free" 
mention cannot be managed through Regulation 1924/2006/EC which governs commercial 
communication for the general population, as it has no particular beneficial nutritional 
property for most of the people.

Amendment 78
Anja Weisgerber
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Proposal for a regulation
Article 1 – paragraph 1 – point c a (new)

Text proposed by the Commission Amendment

(ca) foods for people intolerant to gluten 
(gluten-free foods);

Or. de

Justification

Coeliac disease is an auto-immune disorder which can only be managed by strict avoidance 
of foods containing gluten. Failure to adhere to a strict regime can lead to associated 
conditions such as cancer of the intestine. As the Commission states in recital 15, it is 
essential to maintain the intended nutritional adequacy for certain groups of the population.

Amendment 79
Bernadette Vergnaud

Proposal for a regulation
Article 1 – paragraph 1 – point c a (new)

Text proposed by the Commission Amendment

(ca) foodstuffs for people intolerant to 
gluten;

Or. fr

Amendment 80
Matteo Salvini

Proposal for a regulation
Article 1 – paragraph 1 – point c a (new)

Text proposed by the Commission Amendment

(ca) food intended for weight reduction 
and control;

Or. en
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Amendment 81
Robert Rochefort

Proposal for a regulation
Article 1 – paragraph 1 – point c a (new)

Text proposed by the Commission Amendment

(ca) foodstuffs for use in energy-restricted 
diets for weight reduction;

Or. fr

Amendment 82
Matteo Salvini

Proposal for a regulation
Article 1 – paragraph 1 – point c b (new)

Text proposed by the Commission Amendment

(cb) food intended to meet expenditure of 
intense muscular effort;

Or. en

Amendment 83
Anja Weisgerber

Proposal for a regulation
Article 1 – paragraph 1 – point c b (new)

Text proposed by the Commission Amendment

(cb) foods intended to meet the 
expenditure of intense muscular effort; 

Or. de

Justification

People engaged in intense muscular effort need special foods which satisfy nutritional 
requirements. Until now these foods have been regulated in the Framework Directive on 
dietetic foods (2009/39/EC). If such foods did not come under the scope of this Regulation, 
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they would cease to be marketable in many Member States owing to lack of authorisation.

Amendment 84
Matteo Salvini

Proposal for a regulation
Article 1 – paragraph 1 – point c c (new)

Text proposed by the Commission Amendment

(cc) foodstuffs for people intolerant to 
gluten.

Or. en

Amendment 85
Anja Weisgerber

Proposal for a regulation
Article 1 – paragraph 1 – point c c (new)

Text proposed by the Commission Amendment

(cc) other foods for infants and young 
children.

Or. de

Justification

Many foods for infants and young children, such as baby tea and foods for premature infants, 
are available on the market. These foods should be covered by this Regulation in order to 
ensure maximum consumer protection.

Amendment 86
Matteo Salvini

Proposal for a regulation
Article 1 – paragraph 2 a (new)
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Text proposed by the Commission Amendment

2a. This Regulation establishes rules for 
placing on the market of other foods for 
specialised nutrition.

Or. en

Justification

In order to allow for future innovation based on concrete scientific evidence, the category of 
other foods for specialised nutrition should be established in order to effectively address 
evolving scientific knowledge and consumer needs.

Amendment 87
Matteo Salvini

Proposal for a regulation
Article 2 – paragraph 2 – point g – point i

Text proposed by the Commission Amendment

(i) processed cereal-based food and (i) processed cereal-based food.

Or. en

Justification

Milks intended for young children also known as Growing Up Milks or Toddlers Milks, are 
specifically designed, nutrient dense products, which contribute to young children’s 
nutritional needs from 12-36 months. International standards confirm that infants aged 6 to 
36 months require specialised formulas, and this has been reflected since 1987 in the Codex 
Standard for follow-up formula intended for infants and young children.

Amendment 88
Matteo Salvini

Proposal for a regulation
Article 2 – paragraph 2 – point g – point ii

Text proposed by the Commission Amendment

(ii) milk intended for young children; deleted
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Or. en

Justification

Excluding milks intended for young children from the definition of baby foods will result in 
reduced food safety measures, non-specific nutritional composition and a lack of 
harmonization across EU Member States. As a result, these products will be regulated as 
general foods, thus subject to the nutritional and safety criteria laid down for adults, which 
are not appropriate for children aged 12-36 months. An independent scientific assessment 
from the European Food Safety Authority should clarify the nutritional needs of this 
vulnerable category of consumers.

Amendment 89
Olga Sehnalová

Proposal for a regulation
Article 2 – paragraph 2 – point g – point ii

Text proposed by the Commission Amendment

(ii) milk intended for young children; deleted

Or. en

Justification

Anyone should not ignore fact that so-called ‘growing milks’ are already marketed as well as 
they are intended for young children. With its character, they meet the requirements of ‘baby 
foods’. The shadow Rapporteur therefore agrees to draw up a report by the EFSA as 
proposed by the Rapporteur. Until so, however, it would be appropriate to remain these foods 
covered by the framework of this Regulation.

Amendment 90
Anja Weisgerber

Proposal for a regulation
Article 2 – paragraph 2 – point g – point ii

Text proposed by the Commission Amendment

(ii) milk intended for young children; deleted

Or. de
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Justification

‘Children’s milk’ or ‘growth milk’ should come under the scope of the Directive, like all foods 
intended for infants and young children.

Amendment 91
Iliana Ivanova

Proposal for a regulation
Article 2 – paragraph 2 – point h

Text proposed by the Commission Amendment

(h) ‘food for special medical purposes’
means food intended for the dietary 
management of patients to be used under 
medical supervision. It is intended for the 
exclusive or partial feeding of patients with 
a limited, impaired or disturbed capacity to 
take, digest, absorb, metabolise or excrete 
ordinary food or certain nutrients contained 
therein, or with other medically-determined 
nutrient requirements, whose dietary 
management cannot be achieved only by 
modification of the normal diet.

(h) ‘food for special medical purposes’
means food intended for the dietary 
management of patients to be used under 
medical supervision. It is intended for the 
exclusive or partial feeding of patients with 
a limited, impaired or disturbed capacity to 
take, digest, absorb, metabolise or excrete 
ordinary food or certain nutrients contained 
therein, or with other medically-determined 
nutrient requirements, whose dietary 
management cannot be achieved only by 
modification of the normal diet. Food for 
special medical purposes also includes 
Very Low Calorie Diets (VLCDs), which 
correspond to a total diet replacement 
under 800 kcal.

Or. en

Amendment 92
Robert Rochefort

Proposal for a regulation
Article 2 – paragraph 2 – point h

Text proposed by the Commission Amendment

(h) ‘food for special medical purposes’
means food intended for the dietary 
management of patients to be used under 
medical supervision. It is intended for the 

(h) ‘food for special medical purposes’
means food intended for the dietary 
management of patients to be used under 
medical supervision. It is intended for the 



PE478.332v01-00 56/91 AM\885312EN.doc

EN

exclusive or partial feeding of patients with 
a limited, impaired or disturbed capacity to 
take, digest, absorb, metabolise or excrete 
ordinary food or certain nutrients contained 
therein, or with other medically-determined 
nutrient requirements, whose dietary 
management cannot be achieved only by 
modification of the normal diet.

exclusive or partial feeding of patients with 
a limited, impaired or disturbed capacity to 
take, digest, absorb, metabolise or excrete 
ordinary food or certain nutrients contained 
therein, or with other medically-determined 
nutrient requirements, whose dietary 
management cannot be achieved only by 
modification of the normal diet. Food for 
special medical purposes also includes 
food preparations used in very low calorie 
diets.

Or. fr

Amendment 93
Gianni Pittella

Proposal for a regulation
Article 2 – paragraph 2 – point h a (new)

Text proposed by the Commission Amendment

(ha) ‘foodstuffs for people intolerant to 
gluten’ means foodstuffs for particular 
nutritional uses which are specially 
produced, prepared and/or processed to 
meet the special dietary needs of people 
intolerant to gluten.

Or. en

Amendment 94
Lara Comi, Amalia Sartori, Paolo Bartolozzi, Andrea Zanoni, Elisabetta Gardini

Proposal for a regulation
Article 2 – paragraph 2 – point h a (new)

Text proposed by the Commission Amendment

(ha) ‘foodstuffs for people intolerant to 
gluten’ means foodstuffs for particular 
nutritional uses which are specially 
produced, prepared and/or processed to 
meet the special dietary needs of people 
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intolerant to gluten.

Or. en

Justification

It is necessary to include this category in the definition of the new Regulation to avoid 
creating confusion between disease-related foods and nutrition claims. The "gluten-free" 
mention cannot be managed through Regulation 1924/2006/EC which governs commercial 
communication for the general population, as it has no particular beneficial nutritional 
property for most of the people.

Amendment 95
Bernadette Vergnaud

Proposal for a regulation
Article 2 – paragraph 2 – point h a (new)

Text proposed by the Commission Amendment

(ha) ‘foodstuffs for people intolerant to 
gluten’ means foodstuffs for particular 
nutritional uses which are specially 
produced, prepared and/or processed to 
meet the special dietary needs of people 
intolerant to gluten.

Or. fr

Amendment 96
Matteo Salvini

Proposal for a regulation
Article 2 – paragraph 2 – point h a (new)

Text proposed by the Commission Amendment

(ha) ‘food for specialised nutrition’ means 
foodstuffs which, owing to their special 
composition or manufacturing process, 
are clearly distinguishable from 
foodstuffs for normal consumption, which 
are suitable for their claimed nutritional 
purposes and which are marketed in such 
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a way as to indicate such suitability;

Or. en

Justification

A clear distinction must be made between foods for specialised nutrition and foodstuffs for 
normal consumption, in order to ensure the safety of both consumers requiring specialised 
nutrition and normal consumers.

Amendment 97
Robert Rochefort

Proposal for a regulation
Article 2 – paragraph 2 – point h a (new)

Text proposed by the Commission Amendment

(ha) foods for use in energy-restricted 
diets for weight reduction, specially 
formulated foods which, when used as 
instructed by the manufacturer, replace 
the whole or part of the total daily diet. 
These foods fall into three categories:
(i) products presented as replacing all of 
the total daily diet;
(ii) products presented as a replacement 
for one or more meals of the daily diet;
(iii) products presented as replacing part 
of a meal.
These do not include products or 
programmes intended to replace the daily 
diet in very low calorie diets (less than 800 
calories a day), which come into the 
category of food for special medical
purposes.

Or. fr

Justification

This tallies with the amendment to Article 1(1) on retaining within the scope of this proposal 
for a regulation food for use in energy-restricted diets for weight reduction. Moreover, it is 
advisable to include products used when temporarily stopping diets so it is possible to 
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gradually become accustomed to varied food without risk of regaining weight.

Amendment 98
Matteo Salvini

Proposal for a regulation
Article 2 – paragraph 2 – point h b (new)

Text proposed by the Commission Amendment

(hb) ‘food intended for weight reduction 
and control’ means food specially 
formulated, when used as instructed by 
the manufacturer, to replace the whole or 
part of the total daily diet:
(i) for use in energy-restricted diets for 
weight reduction. They are divided in two 
categories:
- products presented as a replacement for 
the whole of the daily diet (low calorie diet 
and very low calorie diet);
- products presented as a replacement for 
one or more meals of the daily diet (meal 
replacement);
(ii) for weight control (products presented 
as a dish or part of a meal or light meal or 
snack);

Or. en

Amendment 99
Matteo Salvini

Proposal for a regulation
Article 2 – paragraph 2 – point h c (new)

Text proposed by the Commission Amendment

(hc) ‘food intended for intense muscular 
effort’ means food specially formulated 
and presented to meet the expenditure of 
intense muscular effort, especially for 
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sportsmen;

Or. en

Justification

Foods for intense muscular effort are foods specially processed or formulated to ensure 
healthy nutrition in extreme sport and other physical activities. To prepare for, maintain, and 
recover from intense and/or high-level performance the body needs specially-formulated 
products that ensure an appropriate and effective supply of fluids and nutrients (such as 
carbohydrates).

Amendment 100
Matteo Salvini

Proposal for a regulation
Article 2 – paragraph 2 – point h d (new)

Text proposed by the Commission Amendment

(hd) ‘foodstuffs for people intolerant to 
gluten’ means foodstuffs for particular 
nutritional uses which are specially 
produced, prepared and/or processed to 
meet the special dietary needs of people 
intolerant to gluten;

Or. en

Justification

Some essential guarantees that are offered in the current dietetic Framework Directive 
(2009/39/EC), in particular those concerning “food for people intolerant to gluten”, have 
been removed from the scope of the proposed revision to the detriment of those suffering from 
Coeliac disease. These foods for specialised nutrition are recognized at international level by 
the recently revised Codex Standard 118- 1979 rev 2008 for foods for special dietary use for 
persons intolerant to gluten.

Amendment 101
Antonyia Parvanova

Proposal for a regulation
Article 2 – paragraph 3
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Text proposed by the Commission Amendment

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 15 to adapt the definitions of 
‘infant formula’, ‘follow-on formula’, 
‘processed cereal-based food’ and ‘baby 
food’ and ‘food for special medical 
purposes’ taking into account technical 
and scientific progress and relevant 
developments at international level, as 
appropriate.

deleted

Or. en

Amendment 102
Matteo Salvini

Proposal for a regulation
Article 2 – paragraph 3

Text proposed by the Commission Amendment

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 15 to adapt the definitions of ‘infant 
formula’, ‘follow-on formula’, ‘processed 
cereal-based food’ and ‘baby food’, ‘food 
for special medical purposes’ and ‘food for 
special medical purposes’ taking into 
account technical and scientific progress 
and relevant developments at international 
level, as appropriate.

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 15 to adapt the definitions of ‘infant 
formula’, ‘follow-on formula’, ‘processed 
cereal-based food’ and ‘baby food’, ‘food 
for special medical purposes’, ‘food 
intended for weight reduction and 
control’, ‘foods intended for intense 
muscular effort’, and ‘foodstuffs for 
people intolerant to gluten’ taking into 
account technical and scientific progress 
and relevant developments at international 
level, as appropriate.

Or. en

Justification

Some essential guarantees that are offered in the current dietetic Framework Directive have 
been removed to the detriment of vulnerable consumers, who require foods that are specially 
formulated to provide specialised nutrition and to help them in the dietary management of 
specific conditions. The Commission’s proposal, by restricting the scope of the Regulation, 
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risks weakening the health and safety of these consumer groups.

Amendment 103
Lara Comi, Amalia Sartori, Paolo Bartolozzi, Andrea Zanoni, Elisabetta Gardini

Proposal for a regulation
Article 2 – paragraph 3

Text proposed by the Commission Amendment

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 15 to adapt the definitions of ‘infant 
formula’, ‘follow-on formula’, ‘processed 
cereal-based food’ and ‘baby food’ and
‘food for special medical purposes’ taking 
into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 15 to adapt the definitions of ‘infant 
formula’, ‘follow-on formula’, ‘processed 
cereal-based food’ and ‘baby food’, ‘food 
for special medical purposes’ and 
‘foodstuffs for people intolerant to gluten’
taking into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

Or. en

Amendment 104
Gianni Pittella

Proposal for a regulation
Article 2 – paragraph 3

Text proposed by the Commission Amendment

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 15 to adapt the definitions of ‘infant 
formula’, ‘follow-on formula’, ‘processed 
cereal-based food’ and ‘baby food’, and 
‘food for special medical purposes’ taking 
into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 15 to adapt the definitions of ‘infant 
formula’, ‘follow-on formula’, ‘processed 
cereal-based food’ and ‘baby food’, ‘food 
for special medical purposes’, and 
‘foodstuffs for people intolerant to gluten’
taking into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

Or. en
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Amendment 105
Bernadette Vergnaud

Proposal for a regulation
Article 2 – paragraph 3

Text proposed by the Commission Amendment

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 15 to adapt the definitions of ‘infant 
formula’, ‘follow-on formula’, ‘processed 
cereal-based food’ and ‘baby food’ and 
‘food for special medical purposes’ taking 
into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 15 to adapt the definitions of ‘infant 
formula’, ‘follow-on formula’, ‘processed 
cereal-based food’ and ‘baby food’, ‘food 
for special medical purposes’ and 
‘foodstuffs for people intolerant to 
gluten’, taking into account technical and 
scientific progress and relevant 
developments at international level, as 
appropriate.

Or. fr

Amendment 106
Robert Rochefort

Proposal for a regulation
Article 2 – paragraph 3

Text proposed by the Commission Amendment

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 15 to adapt the definitions of ‘infant 
formula’, ‘follow-on formula’, ‘processed 
cereal-based food’ and ‘baby food’ and 
‘food for special medical purposes’ taking 
into account technical and scientific 
progress and relevant developments at 
international level, as appropriate.

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 15 to adapt the definitions of ‘infant 
formula’, ‘follow-on formula’, ‘processed 
cereal-based food’ and ‘baby food’, ‘food 
for special medical purposes’ and ‘foods 
for use in energy-restricted diets for 
weight reduction’, taking into account 
technical and scientific progress and 
relevant developments at international 
level, as appropriate.

Or. fr
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Justification

This tallies with the amendment to Article 1(1) on retaining within the scope of this proposal 
for a regulation food for use in energy-restricted diets for weight reduction.

Amendment 107
Gianni Pittella

Proposal for a regulation
Article 3 – paragraph 1

Text proposed by the Commission Amendment

Food referred to in Article 1(1) may be 
placed on the market only if it complies 
with the provisions of this Regulation.

Food referred to in Article 1(1) and (2)
may be placed on the market only if it 
complies with the provisions of this 
Regulation.

Or. en

Amendment 108
Matteo Salvini

Proposal for a regulation
Article 3 – paragraph 1

Text proposed by the Commission Amendment

Food referred to in Article 1(1) may be 
placed on the market only if it complies 
with the provisions of this Regulation.

Food referred to in Article 1(1) and (2a)
may be placed on the market only if it 
complies with the provisions of this 
Regulation.

Or. en

Justification

Alignment with the introduction of Article 1.2a. This provision should apply for all foods for 
specialised nutrition.

Amendment 109
Robert Rochefort
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Proposal for a regulation
Article 3 – paragraph 1 a (new)

Text proposed by the Commission Amendment

In the labelling, presentation and 
advertising of foodstuffs for normal 
consumption the following shall be 
prohibited:
(a) the use of the expression ‘specialised 
nutrition’, either alone or in conjunction 
with other words, to designate those 
foodstuffs;
(b) all other markings or any presentation 
likely to give the impression that one of 
the products referred to in Article 1 is 
involved.

Or. fr

Justification

The aim here is to include a clause that appears in Directive 2009/39/EC to prevent giving 
the impression that a food that meets only one requirement can be used for the people or diets 
covered by this regulation.

Amendment 110
Matteo Salvini

Proposal for a regulation
Article 3 – paragraph 1 a (new)

Text proposed by the Commission Amendment

In the labelling, presentation and 
advertising of foodstuffs for normal 
consumption the following shall be 
prohibited:
(a) the use of the words "specialised 
nutrition", either alone or in conjunction 
with other words, to designate those 
foodstuffs;
(b) all other markings or any presentation 
likely to give the impression that one of 
the products referred to in Article 1 is 
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involved.

Or. en

Justification

To avoid misleading the consumer, there is a need to maintain a provision similar to that in 
Article 2.2.b of the current Framework Directive ensuring that only products compliant with 
the regulation can be presented as covering the specific needs of the targeted populations.

Amendment 111
Gianni Pittella

Proposal for a regulation
Article 6 – paragraph 1

Text proposed by the Commission Amendment

1. Where it is evident that a food referred 
to in Article 1(1) is likely to constitute a 
serious risk to human health and that such 
risk cannot be contained satisfactorily by 
means of measures taken by the Member 
State(s) concerned, the Commission on its 
own initiative or at the request of a 
Member State, shall without delay take any 
appropriate interim emergency measures, 
including measures restricting or 
prohibiting the placing on the market of the 
food concerned, depending on the gravity 
of the situation. Those measures shall be 
adopted by means of implementing acts in 
accordance with the examination procedure 
referred to in Article 14(2).

1. Where it is evident that a food referred 
to in Article 1(1) and (2) is likely to 
constitute a serious risk to human health 
and that such risk cannot be contained 
satisfactorily by means of measures taken 
by the Member State(s) concerned, the 
Commission on its own initiative or at the 
request of a Member State, shall without 
delay take any appropriate interim 
emergency measures, including measures 
restricting or prohibiting the placing on the 
market of the food concerned, depending 
on the gravity of the situation. Those 
measures shall be adopted by means of 
implementing acts in accordance with the 
examination procedure referred to in 
Article 14(2).

Or. en

Amendment 112
Matteo Salvini

Proposal for a regulation
Article 6 – paragraph 1
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Text proposed by the Commission Amendment

1. Where it is evident that a food referred 
to in Article 1(1) is likely to constitute a 
serious risk to human health and that such 
risk cannot be contained satisfactorily by 
means of measures taken by the Member 
State(s) concerned, the Commission on its 
own initiative or at the request of a 
Member State, shall without delay take any 
appropriate interim emergency measures, 
including measures restricting or 
prohibiting the placing on the market of the 
food concerned, depending on the gravity 
of the situation. Those measures shall be 
adopted by means of implementing acts in 
accordance with the examination procedure 
referred to in Article 14(2).

1. Where it is evident that a food referred 
to in Article 1(1) and (2a) is likely to 
constitute a serious risk to human health 
and that such risk cannot be contained 
satisfactorily by means of measures taken 
by the Member State(s) concerned, the 
Commission on its own initiative or at the 
request of a Member State, shall without 
delay take any appropriate interim 
emergency measures, including measures 
restricting or prohibiting the placing on the 
market of the food concerned, depending 
on the gravity of the situation. Those 
measures shall be adopted by means of 
implementing acts in accordance with the 
examination procedure referred to in 
Article 14(2).

Or. en

Justification

Alignment with the introduction of Article 1.2a. This provision should apply for all foods for 
specialised nutrition.

Amendment 113
Matteo Salvini

Proposal for a regulation
Article 7 – paragraph 1

Text proposed by the Commission Amendment

1. Food referred to in Article 1(1) shall 
comply with any requirement of Union law 
applicable to food.

1. Food referred to in Article 1 shall 
comply with any requirement of Union law 
applicable to food, save as regards 
changes made to them to ensure their 
conformity with the definitions given in 
Article 2.

Or. en
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Justification

The products covered by this Regulation are foods for specialised nutrition therefore their 
composition and presentation must be appropriate for the persons for whom they are mainly 
intended.

Amendment 114
Gianni Pittella

Proposal for a regulation
Article 9 – paragraph 1

Text proposed by the Commission Amendment

1. The composition of food referred to in 
Article 1(1) shall be such that it is 
appropriate to satisfy the nutritional needs 
of, and it is suitable for the persons to 
whom it is intended, in accordance with 
generally accepted scientific data.

1. The composition of food referred to in 
Article 1(1) and (2) shall be such that it is 
appropriate to satisfy the specific
nutritional needs of, and it is suitable for 
the persons to whom it is intended, in 
accordance with generally accepted 
scientific data.

Or. en

Amendment 115
Matteo Salvini

Proposal for a regulation
Article 9 – paragraph 1

Text proposed by the Commission Amendment

1. The composition of food referred to in 
Article 1(1) shall be such that it is 
appropriate to satisfy the nutritional needs 
of, and it is suitable for the persons to 
whom it is intended, in accordance with 
generally accepted scientific data.

1. The composition of food referred to in 
Article 1(1) and (2a) shall be such that it is 
appropriate to satisfy the specific
nutritional needs of, and it is suitable for 
the persons to whom it is intended, in 
accordance with generally accepted 
scientific data.

Or. en
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Justification

Alignment with the introduction of Article 1.2a. This provision should apply for all foods for 
specialised nutrition.

Amendment 116
Gianni Pittella

Proposal for a regulation
Article 9 – paragraph 2

Text proposed by the Commission Amendment

2. Food referred to in Article 1(1) shall not 
contain any substance in such quantity as 
to endanger the health of the persons to 
whom they are intended.

2. Food referred to in Article 1(1) and (2)
shall not contain any substance in such 
quantity as to endanger the health of the 
persons to whom they are intended.

Or. en

Amendment 117
Matteo Salvini

Proposal for a regulation
Article 9 – paragraph 2

Text proposed by the Commission Amendment

2. Food referred to in Article 1(1) shall not 
contain any substance in such quantity as 
to endanger the health of the persons to 
whom they are intended.

2. Food referred to in Article 1(1) and (2a)
shall not contain any substance in such 
quantity as to endanger the health of the 
persons to whom they are intended.

Or. en

Justification

Alignment with the introduction of Article 1.2a. This provision should apply for all foods for 
specialised nutrition.

Amendment 118
Gianni Pittella
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Proposal for a regulation
Article 9 – paragraph 3

Text proposed by the Commission Amendment

3. The labelling, presentation and 
advertising of food referred to in Article 
1(1) shall provide adequate consumer 
information and must not be misleading.

3. The labelling, presentation and 
advertising of food referred to in Article 
1(1) and (2) shall provide adequate 
consumer information, must not be 
misleading and shall not attribute 
properties to such products for the 
prevention, treatment or cure of human 
disease, or imply such properties.

Or. en

Amendment 119
Matteo Salvini

Proposal for a regulation
Article 9 – paragraph 3

Text proposed by the Commission Amendment

3. The labelling, presentation and 
advertising of food referred to in Article 
1(1) shall provide adequate consumer 
information and must not be misleading.

3. The labelling, presentation and 
advertising of food referred to in Article 
1(1) and (2a) shall provide adequate 
consumer information, must not be 
misleading and shall not attribute 
properties to such products for the 
prevention, treatment or cure of human 
disease, or imply such properties.

Or. en

Justification

This wording is consistent with what is contained in the current Framework Directive. 
Alignment with the introduction of Article 1.2a. This provision should apply for all foods for 
specialised nutrition.

Amendment 120
António Fernando Correia De Campos
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Proposal for a regulation
Article 9 – paragraph 3

Text proposed by the Commission Amendment

3. The labelling, presentation and 
advertising of food referred to in Article 
1(1) shall provide adequate consumer 
information and must not be misleading.

3. The labelling, presentation and 
advertising of food referred to in Article 
1(1) shall provide adequate consumer 
information, must not be misleading and 
must be based on scientific data validated 
by the Authority.

Or. pt

Amendment 121
Olga Sehnalová

Proposal for a regulation
Article 9 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. In order to allow for an efficient and 
safety-oriented monitoring, food business 
operators that are placing foods referred 
to in Article 1(1) on the market shall 
notify the competent authority of the 
Member State(s) where the product is 
being marketed by providing a 
sample/model of the label prior to the 
placing on the market of their products; 
the competent authority of the respective 
Member State(s) shall make their rules of 
procedure for notification available to the 
public.

Or. en

Justification

In the Commission proposal, question of the notification procedure is mentioned in Article 10, 
which follows specific composition and information requirements. The shadow Rapporteur 
believes there is no need to provide any implementing powers, though continue in current 
practice. Since these foods are intended for the most sensitive population groups and the 
common exercise of official controls is not sufficient, there should be a general obligatory 
notification of all foods covered by the scope of this Regulation. A practical implementation 
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should be left to the Member States with the competent authority being obliged to make 
notification rules publicly available. The requirement on an obligatory notification is of a 
general nature and thus it should be shifted under Article 9.

Amendment 122
Lara Comi, Amalia Sartori, Paolo Bartolozzi, Andrea Zanoni, Elisabetta Gardini

Proposal for a regulation
Article 9 – paragraph 4

Text proposed by the Commission Amendment

4. The dissemination of any useful 
information or recommendations with 
reference to the categories of food 
referred to in Article 1 (1) may be made
exclusively by persons having 
qualifications in medicine, nutrition, 
pharmacy or other professionals 
responsible for maternal and child health 
care.

4. Paragraph 3 shall not prevent the
dissemination of any useful information or 
recommendations exclusively intended for
persons having qualifications in medicine, 
nutrition, pharmacy or other professionals 
responsible for maternal and child health 
care.

Or. en

Justification

Reference is made to Article 8 of Directive 2009/39/EC, where, for safety reasons, it is 
required that foods for specialised nutrition carry along additional information for 
Healthcare Professionals.

Amendment 123
Gianni Pittella

Proposal for a regulation
Article 9 – paragraph 4

Text proposed by the Commission Amendment

4. The dissemination of any useful 
information or recommendations with 
reference to the categories of food 
referred to in Article 1 (1) may be made
exclusively by persons having 
qualifications in medicine, nutrition,
pharmacy or other professionals 

4. Paragraph 3 shall not prevent the
dissemination of any useful information or 
recommendations exclusively intended for
persons having qualifications in medicine, 
nutrition and pharmacy or other 
professionals responsible for maternal and 
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responsible for maternal and child health 
care.

child health care.

Or. en

Amendment 124
Matteo Salvini

Proposal for a regulation
Article 9 – paragraph 4

Text proposed by the Commission Amendment

4. The dissemination of any useful 
information or recommendations with 
reference to the categories of food 
referred to in Article 1 (1) may be made
exclusively by persons having 
qualifications in medicine, nutrition,
pharmacy or other professionals 
responsible for maternal and child health 
care.

4. Paragraph 3 shall not prevent the
dissemination of any useful information or 
recommendations exclusively intended for
persons having qualifications in medicine, 
nutrition and pharmacy or other 
professionals responsible for maternal and 
child health care.

Or. en

Justification

The new paragraph reflects the existing rules of Article 8 of Directive 2009/39/EC. Foods for 
specialised nutrition that fall within the scope of the proposed Regulation are used under the 
supervision of Healthcare Professionals. It is essential for the safe use of the products that 
manufacturers can provide useful information, in addition to the labelling, in order to inform 
Healthcare Professionals of the composition and safe and appropriate use of the products.

Amendment 125
António Fernando Correia De Campos

Proposal for a regulation
Article 9 – paragraph 4

Text proposed by the Commission Amendment

4. The dissemination of any useful 
information or recommendations with 
reference to the categories of food referred 

4. The drawing up and dissemination of 
any useful information or 
recommendations with reference to the 
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to in Article 1 (1) may be made exclusively 
by persons having qualifications in 
medicine, nutrition, pharmacy or other 
professionals responsible for maternal and 
child health care.

categories of food referred to in Article 1 
(1) may be made exclusively by persons 
having qualifications in medicine, 
nutrition, pharmacy or other professionals 
responsible for maternal and child health 
care and must be based on scientific data 
that can be independently verified..

Or. pt

Amendment 126
Edvard Kožušník

Proposal for a regulation
Article 9 – paragraph 4 a (new)

Text proposed by the Commission Amendment

4a. To permit efficient official monitoring 
a food business operator placing foods 
referred to in Article 1(1) on the market 
shall notify the competent authority of the 
Member State where he places such foods 
on the market by forwarding it a model of 
the label used for the product.

Or. en

Justification

The competent authority of the Member State shall make the rules of notification publicly 
available.

Amendment 127
Gianni Pittella

Proposal for a regulation
Article 10 – paragraph 1

Text proposed by the Commission Amendment

1. Food referred to in Article 1(1) must 
comply with the requirements of Article 7 
and composition and information 

1. Food referred to in Article 1(1) and (2)
must comply with the requirements of 
Article 7 and composition and information 
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requirements provided in Article 9. requirements provided in Article 9.

Or. en

Amendment 128
Matteo Salvini

Proposal for a regulation
Article 10 – paragraph 1

Text proposed by the Commission Amendment

1. Food referred to in Article 1(1) must 
comply with the requirements of Article 7 
and composition and information 
requirements provided in Article 9.

1. Food referred to in Article 1(1) and (2a)
must comply with the requirements of 
Article 7 and composition and information 
requirements provided in Article 9.

Or. en

Justification

Alignment with the introduction of Article 1.2a. This provision should apply for all foods for 
specialised nutrition.

Amendment 129
Matteo Salvini

Proposal for a regulation
Article 10 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. Subject to the general requirements of 
Articles 7 and 9 and taking into account 
Directive 2006/141/EC, Directive 
2006/125/EC and Directive 1999/21/EC as 
well as any technical and scientific 
progress, the Commission shall be 
empowered to adopt delegated 
Regulations, no later than [2 years after the 
date of the entry into force of this 
Regulation], in accordance with Article 15, 
with respect to the following:

2. Subject to the general requirements of 
Articles 7 and 9 and taking into account 
Directive 2006/141/EC, Directive 
2006/125/EC, Directive 1999/21/EC, 
Directive 96/8/EC and Regulation (EC) 
No 41/2009, as well as any technical and 
scientific progress, the Commission shall 
be empowered to adopt delegated 
Regulations for foods referred to in Article 
1(1) no later than [2 years after the date of 
the entry into force of this Regulation], in 
accordance with Article 15, with respect to 
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the following:

Or. en

Justification

Foods falling within the scope of this regulation are required to provide substantial 
additional information to that required by general food labelling provisions in order to 
ensure their safe use. The specific labelling provisions applying to these groups of products 
will be reviewed and recast in the form of delegated acts.

Amendment 130
Lara Comi, Amalia Sartori, Paolo Bartolozzi, Andrea Zanoni, Elisabetta Gardini

Proposal for a regulation
Article 10 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. Subject to the general requirements of 
Articles 7 and 9 and taking into account 
Directive 2006/141/EC, Directive 
2006/125/EC and Directive 1999/21/EC as 
well as any technical and scientific 
progress, the Commission shall be 
empowered to adopt delegated 
Regulations, no later than [2 years after the 
date of the entry into force of this 
Regulation], in accordance with Article 15, 
with respect to the following:

2. Subject to the general requirements of 
Articles 7 and 9 and taking into account 
Directive 2006/141/EC, Directive 
2006/125/EC, Directive 1999/21/EC and 
Regulation (EC) No 41/2009, as well as 
any technical and scientific progress, the 
Commission shall be empowered to adopt 
delegated Regulations for foods referred to 
in Article 1(1) no later than [2 years after 
the date of the entry into force of this 
Regulation], in accordance with Article 15, 
with respect to the following:

Or. en

Justification

It is necessary to provide a specific reference to the existing legislation regarding labelling 
for gluten-free food.

Amendment 131
Gianni Pittella

Proposal for a regulation
Article 10 – paragraph 2 – introductory part
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Text proposed by the Commission Amendment

2. Subject to the general requirements of 
Articles 7 and 9 and taking into account 
Directive 2006/141/EC, Directive 
2006/125/EC and Directive 1999/21/EC as 
well as any technical and scientific 
progress, the Commission shall be 
empowered to adopt delegated 
Regulations, no later than [2 years after the 
date of the entry into force of this 
Regulation], in accordance with Article 15, 
with respect to the following:

2. Subject to the general requirements of 
Articles 7 and 9 and taking into account 
Directive 2006/141/EC, Directive 
2006/125/EC, Directive 1999/21/EC and 
Regulation (EC) No 41/2009, as well as 
any technical and scientific progress, the 
Commission shall be empowered to adopt 
delegated Regulations for foods referred to 
in Article 1(1) no later than [2 years after 
the date of the entry into force of this 
Regulation], in accordance with Article 15, 
with respect to the following:

Or. en

Amendment 132
Bernadette Vergnaud

Proposal for a regulation
Article 10 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. Subject to the general requirements of 
Articles 7 and 9 and taking into account 
Directive 2006/141/EC, Directive 
2006/125/EC and Directive 1999/21/EC as 
well as any technical and scientific 
progress, the Commission shall be 
empowered to adopt delegated 
Regulations, no later than [2 years after the 
date of the entry into force of this 
Regulation], in accordance with Article 15, 
with respect to the following:

2. Subject to the general requirements of 
Articles 7 and 9 and taking into account 
Directive 2006/141/EC, Directive 
2006/125/EC, Directive 1999/21/EC and 
Regulation (EC) No 41/2009 as well as 
any technical and scientific progress, the 
Commission shall be empowered to adopt 
delegated Regulations, no later than [2 
years after the date of the entry into force 
of this Regulation], in accordance with 
Article 15, with respect to the following:

Or. fr

Amendment 133
Robert Rochefort
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Proposal for a regulation
Article 10 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. Subject to the general requirements of 
Articles 7 and 9 and taking into account 
Directive 2006/141/EC, Directive 
2006/125/EC and Directive 1999/21/EC as 
well as any technical and scientific 
progress, the Commission shall be 
empowered to adopt delegated 
Regulations, no later than [2 years after the 
date of the entry into force of this 
Regulation], in accordance with Article 15, 
with respect to the following:

2. Subject to the general requirements of 
Articles 7 and 9 and taking into account 
Directive 2006/141/EC, Directive 
2006/125/EC, Directive 1999/21/EC and 
Directive 96/8/EC as well as any technical 
and scientific progress, the Commission 
shall be empowered to adopt delegated 
Regulations, no later than [2 years after the 
date of the entry into force of this 
Regulation], in accordance with Article 15, 
with respect to the following:

Or. fr

Justification

This tallies with the amendment to Article 1(1) on retaining within the scope of this proposal 
for a regulation food for use in energy-restricted diets for weight reduction.

Amendment 134
Olga Sehnalová

Proposal for a regulation
Article 10 – paragraph 2 – point d

Text proposed by the Commission Amendment

(d) the notification procedure for the 
placing on the market of a food referred 
to in Article 1(1) in order to facilitate the 
efficient official monitoring of such food 
on the basis of which food operators shall 
notify the competent authority of the
Member State(s) where the product is 
being marketed;

deleted

Or. en

Justification

Please see justification for amendment 4.
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Amendment 135
Matteo Salvini

Proposal for a regulation
Article 10 – paragraph 2 – point d a (new)

Text proposed by the Commission Amendment

(da) the process for the placing on the 
market of food referred to in Article 1(1) 
resulting from scientific and 
technological innovations which do not 
comply with the rules as to composition 
laid down by the delegated Regulations;

Or. en

Amendment 136
Matteo Salvini

Proposal for a regulation
Article 10 – paragraph 2 – point f

Text proposed by the Commission Amendment

(f) the requirements on information to be 
provided on infant and young child 
feeding in order to ensure adequate 
information on appropriate feeding 
practices.

(f) the requirements on information to be 
provided on recommendations for
appropriate use of the foods referred to in 
Article 1(1);

Or. en

Amendment 137
Gianni Pittella

Proposal for a regulation
Article 10 – paragraph 2 – point f a (new)

Text proposed by the Commission Amendment

(fa) the process for the placing on the 
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market of food referred to in Article 1(1) 
resulting from scientific and 
technological innovations which do not 
comply with the rules as to composition 
laid down by the delegated Regulations;

Or. en

Amendment 138
Matteo Salvini

Proposal for a regulation
Article 10 – paragraph 2 – point f a (new)

Text proposed by the Commission Amendment

(fa) without prejudice to the criteria for 
certain contaminants levels laid down in 
Commission Regulation (EC) 
No 1881/2006 of 19 December 2006 
setting maximum levels for certain 
contaminants in foodstuffs1, the 
microbiological criteria laid down in 
Commission Regulation (EC) 
No 2073/2005 of 15 November 2005 on 
microbiological criteria for foodstuffs2

shall apply to milk-based drinks intended 
for young children currently on the 
market during the transition period laid 
down in Article 18;
______________
1 OJ L 364, 20.12.2006, p. 5.
2 OJ L 338, 22.12.2005, p. 1.

Or. en

Justification

Considering that products, including Milks Based Drinks Intended for Young Children, 
currently on the market are fulfilling food safety criteria defined for young children, these 
provisions should be maintained until the EFSA opinion is presented to continue to provide a 
high level of safety, appropriate to this vulnerable consumer group.
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Amendment 139
Gianni Pittella

Proposal for a regulation
Article 10 – paragraph 2 – point f b (new)

Text proposed by the Commission Amendment

(fb) the requirements for information to 
be provided on recommendations for 
appropriate use of the foods referred to in 
Article 1(1).

Or. en

Amendment 140
Matteo Salvini

Proposal for a regulation
Article 10 – paragraph 2 – point f b (new)

Text proposed by the Commission Amendment

(fb) by the end of the transition period as 
defined in Article 18(1), the Commission 
shall, after consulting the European Food 
Safety Authority, present to the European 
Parliament and to the Council a report on 
the desirability of special provisions 
regarding the composition and labelling 
of milk-based drinks intended for young 
children with regard to the nutritional 
needs, the pattern of consumption, the 
nutritional intake and the levels of 
exposure to contaminants and pesticides 
of young children taking into account the 
different legislation that governs normal 
foods and foods intended for infants and 
young children. In the light of the 
conclusions of that report, the 
Commission shall either:
(i) decide that there is no need for special 
provisions regarding the composition and 
labelling of milk based drinks intended 
for young children; or
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(ii) present, in accordance with the 
procedure laid down in Article 114 TFEU, 
any appropriate proposals for 
amendments to this Regulation, and 
amend the relevant delegated acts to 
include the special provisions concerned, 
in accordance with Article 15 of this 
Regulation.

Or. en

Justification

Milk Based Drinks Intended for Young Children are currently present on the European 
market as per the provisions laid down in Framework Directive 2009/39/EC.To continue to 
provide a high level of protection for a group of particularly vulnerable consumers it would 
therefore be useful to have EFSA’s scientific opinion on the desirability to include specific 
compositional and labelling requirements for these products in the Commission’s delegated 
acts.

Amendment 141
Bernadette Vergnaud

Proposal for a regulation
Article 10 a (new)

Text proposed by the Commission Amendment

Article 10a
Provisions for food intended to meet the 
expenditure of intense muscular effort, 

especially for sportsmen and women
On ...* at the latest, the Commission, after 
consulting the European Food Safety 
Authority on the particular nutritional 
requirements of sportsmen and women 
with regard to their special physiological 
condition and the dietary constraints 
arising from training and competing, 
shall present to the European Parliament 
and to the Council a report on the 
legislative strategy proposed for ‘food 
intended to meet the expenditure of 
intense muscular effort, especially for 
sportsmen and women’ in order to ensure 
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the availability of food with an 
appropriate nutrient profile, effective 
implementation of the operators’
responsibility for ensuring the absence of 
doping substances, the conditions for 
using nutrients and other substances of 
interest and preventing any risk in the 
framework of sporting activities, 
information on an appropriate and safe 
use of food for sportsmen and women and 
claims relevant to sportsmen and women.
In the light of this report, the Commission 
shall:
(a) either decide that it is not necessary to 
adopt specific provisions on the 
composition and labelling of ‘food 
intended to meet the expenditure of 
intense muscular effort, especially for 
sportsmen and women’, in which case it 
shall specify the modifications or 
implementing rules relating to general 
legislative texts that it thinks necessary to 
meet the above-mentioned objectives;
(b) or, in accordance with the procedure 
laid down in Article 114 of the Treaty on 
the Functioning of the European Union, 
present appropriate proposals with a view 
to amending this regulation and 
amending the delegated acts concerned so 
as to include the relevant specific 
provisions, in accordance with Article 15 
of this regulation.
______________
OJ: please insert date: one year after the 
entry into force of this Regulation.

Or. fr

Amendment 142
Olga Sehnalová

Proposal for a regulation
Article 10 a (new)
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Text proposed by the Commission Amendment

Article 10a
Milks intended for young children

By ...*, the Commission shall, after 
consulting the European Food Safety 
Authority, present to the European 
Parliament and to the Council a report on 
the desirability of special provisions 
regarding the composition and labelling 
of milks intended for young children. In 
the light of the conclusions of that report, 
the Commission shall either:
(a) decide that there is no need for special 
provisions regarding the composition and 
labelling of milks intended for young 
children;
(b) present, in accordance with the 
procedure laid down in Article 114 TFEU, 
any appropriate proposals for 
amendments to this Regulation and 
amend the relevant delegated acts to 
include the special provisions concerned, 
in accordance with Article 15 of this 
Regulation.
____________
* OJ: please insert the date: 2 years after 
the date of the entry into force of this 
Regulation

Or. en

Justification

Please see justification for amendment 3.

Amendment 143
Iliana Ivanova

Proposal for a regulation
Article 11 – paragraph 2
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Text proposed by the Commission Amendment

2. No later than [2 years after the date of 
the entry into force of this Regulation], the 
Commission shall establish and 
subsequently update a Union list of 
permitted substances that meet the 
conditions of paragraph 1, by means of 
implementing Regulations. The entry of a 
substance in the Union list shall include a 
specification of the substance, and, where 
appropriate, specify the conditions of use 
and the applicable purity criteria. Those 
implementing Regulations shall be 
adopted in accordance with the 
examination procedure referred to in 
Article 14(2). On duly justified grounds of 
extreme urgency relating to emerging 
health risks, the Commission shall adopt 
immediately applicable implementing acts 
updating the Union list in accordance with 
Article 14(3).

2. No later than [2 years after the date of 
the entry into force of this Regulation], the 
Commission shall establish and 
subsequently update a Union list of 
permitted substances that meet the 
conditions of paragraph 1, by means of 
implementing acts. The entry of a 
substance in the Union list shall include a 
specification of the substance, and, where 
appropriate, specify the conditions of use 
and the applicable purity criteria. Those 
implementing acts shall be adopted in 
accordance with the examination procedure 
referred to in Article 14(2). On duly 
justified grounds of extreme urgency 
relating to emerging health risks, the 
Commission shall adopt immediately 
applicable implementing acts updating the 
Union list in accordance with Article 14(3).

Or. en

Amendment 144
Emma McClarkin, Edvard Kožušník

Proposal for a regulation
Article 11 – paragraph 5 a (new)

Text proposed by the Commission Amendment

5a. The Commission, in close cooperation 
with the European Food Safety Authority, 
shall make available appropriate 
technical guidance and tools to assist food 
business operators, in particular SMEs, in 
the preparation and presentation of the 
application for scientific assessment.

Or. en



PE478.332v01-00 86/91 AM\885312EN.doc

EN

Justification

Specific guidance is needed for the application.

Amendment 145
Lara Comi, Amalia Sartori, Paolo Bartolozzi, Andrea Zanoni, Elisabetta Gardini

Proposal for a regulation
Article 17 – paragraph 2

Text proposed by the Commission Amendment

2. Directive 96/8/EC and Regulation (EC) 
No 41/2009 are repealed from [the first 
day of the month 2 years after the date of 
the entry into force of this Regulation].

deleted

Or. en

Justification

Repealing the reference to gluten-free food means forgetting about people suffering from 
Coeliac disease, who have no alternative to a lifelong special dietary regime. It is therefore 
necessary to maintain such regulation.

Amendment 146
Gianni Pittella

Proposal for a regulation
Article 17 – paragraph 2

Text proposed by the Commission Amendment

2. Directive 96/8/EC and Regulation (EC) 
No 41/2009 are repealed from [the first 
day of the month 2 years after the date of 
the entry into force of this Regulation].

deleted

Or. en

Amendment 147
Matteo Salvini
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Proposal for a regulation
Article 17 – paragraph 2

Text proposed by the Commission Amendment

2. Directive 96/8/EC and Regulation (EC) 
No 41/2009 are repealed from [the first 
day of the month 2 years after the date of 
the entry into force of this Regulation].

deleted

Or. en

Justification

Directive 96/8/EC and Regulation (EC) 41/2009 should not be repealed.

Amendment 148
Anja Weisgerber

Proposal for a regulation
Article 17 – paragraph 2

Text proposed by the Commission Amendment

2. Directive 96/8/EC and Regulation (EC) 
No 41/2009 are repealed from [the first 
day of the month 2 years after the date of 
the entry into force of this Regulation].

deleted

Or. de

Amendment 149
Bernadette Vergnaud

Proposal for a regulation
Article 17 – paragraph 2

Text proposed by the Commission Amendment

2. Directive 96/8/EC and Regulation (EC) 
No 41/2009 are repealed from [the first 
day of the month 2 years after the date of 
the entry into force of this Regulation].

deleted
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Or. fr

Amendment 150
Robert Rochefort

Proposal for a regulation
Article 17 – paragraph 2

Text proposed by the Commission Amendment

2. Directive 96/8/EC and Regulation (EC) 
No 41/2009 are repealed from [the first 
day of the month 2 years after the date of 
the entry into force of this Regulation].

2. Regulation (EC) No 41/2009 is repealed 
from [the first day of the month two years 
after the date of the entry into force of this 
Regulation].

Or. fr

Justification

This tallies with the amendment to Article 1(1) on retaining within the scope of this proposal 
for a regulation food for use in energy-restricted diets for weight reduction.

Amendment 151
Gianni Pittella

Proposal for a regulation
Article 18 – paragraph 1

Text proposed by the Commission Amendment

Food not complying with this Regulation 
but complying with Directives 2009/39/EC 
and 96/8/EC, Regulations (EC) No 
41/2009 and (EC) No 953/2009, and 
labelled prior to [2 years after the date of 
the entry into force of this Regulation] 
may continue to be marketed after that date 
until stocks are exhausted.

1. Food not complying with this Regulation 
but complying with Directives 2009/39/EC 
and 96/8/EC, Regulations (EC) No 
41/2009 and (EC) No 953/2009, and 
labelled prior to [5 years after the date of 
application of this Regulation] may 
continue to be marketed after that date until 
stocks are exhausted.

Or. en

Amendment 152
Matteo Salvini
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Proposal for a regulation
Article 18 – paragraph 1

Text proposed by the Commission Amendment

Food not complying with this Regulation 
but complying with Directives 2009/39/EC 
and 96/8/EC, Regulations (EC) No 
41/2009 and (EC) No 953/2009, and 
labelled prior to [2 years after the date of 
the entry into force of this Regulation] 
may continue to be marketed after that date 
until stocks are exhausted.

1. Food not complying with this Regulation 
but complying with Directives 2009/39/EC 
and 96/8/EC, Regulations (EC) No 
41/2009 and (EC) No 953/2009, and 
labelled prior to [5 years after the date of 
application of this Regulation] may 
continue to be marketed after that date until 
stocks are exhausted.

Or. en

Justification

In order to ensure proper enforcement, sufficient time needs to be given to all products 
currently on the market to be adapted to the new rules.

Amendment 153
Gianni Pittella

Proposal for a regulation
Article 18 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. Regulation (EU) No 1169/2011 on 
shall apply to food referred to in Article 
1(1) from ...*.
________________
* OJ Please insert date: three years after 
entry into force of the delegated 
Regulations referred to in Article 10(2) of 
this Regulation.

Or. en

Amendment 154
Matteo Salvini
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Proposal for a regulation
Article 18 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. Regulation (EU) No 1169/2011 shall 
apply to food referred to in Article 1(1) 
from ...*.
_____________
* OJ please insert date: three years after 
entry into force of the delegated 
Regulations referred to in Article 10(2) of 
this Regulation.

Or. en

Justification

Given that the delegated acts will lay down specific labelling rules for foods falling within the 
scope of this Regulation, it is very important to align the implementation dates of those 
delegated acts and the Revised Food Information to Consumers Regulation, in order to avoid 
duplication of label changes.

Amendment 155
Iliana Ivanova

Proposal for a regulation
Article 18 a (new)

Text proposed by the Commission Amendment

Article 18a
Access to internal market for SMEs

The Commission shall, in close 
cooperation with all stakeholders, adopt 
appropriate guidelines to enable 
undertakings, in particular small and 
medium-sized enterprises, to comply with 
the requirements laid down in this 
Regulation. The Commission shall be 
empowered to adopt delegated acts in 
accordance with Article 15 in order to 
adopt those guidelines.



AM\885312EN.doc 91/91 PE478.332v01-00

EN

Or. en


