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SHORT JUSTIFICATION

Background

The proposed EU Regulation is the Commission's second attempt at reforming the novel 
foods regime in the EU, dating from 1997. The existing regulatory framework has been 
criticised for being particularly burdensome, lengthy and costly to get a novel food 
authorisation. This is more problematic for those companies whose main market is Europe, 
compared to the quicker pre-market authorisation process in other third countries such as the 
United States and Canada. As a consequence, many EU food businesses, SMEs in particular, 
are not keen to develop and put on the market new foods or food ingredients which would fall 
under the novel food scope.

At international level, the EU has been repeatedly targeted at the World Trade Organisation 
by third countries which consider that the novel food authorisation is a barrier to trade and 
prevents EU market access to foods which have a long history of safe food use in their 
country of origin.

Considerations

Apart from the overall objective of ensuring food safety, the new Regulation aims at 
streamlining and simplifying the authorisation procedure for novel food by establishing a 
Union list of authorised novel foods. The proposals to reduce the administrative burden on 
both the Member States and their businesses and the length and cost of the authorisation 
process, as well as to increase competitiveness of the European food industry and in particular 
for SMEs, including by incentivising innovation, are most welcome.

Further, the proposal introduces a faster and more proportionate safety assessment for 
traditional foods from third countries. By facilitating market access, these special provisions 
for food which has not been marketed in the EU but which has a history of safe use in non-EU 
countries aim at creating a more balanced system and a positive environment for trade, and 
thus responding to concerns raised at WTO level about arbitrary and unjustified restrictions 
on access to the EU market.

Moreover, the proposal's stated objective is to clarify the definition of novel food under the 
Regulation and thus to enhance legal certainty. Yet concerns have been raised that in 
particular the removal of categories and the widening of the definitions could result in the 
opposite, and thus create legislative loopholes that could impact on food safety.

The new definition and the exact notification requirements set for traditional foods from third 
countries are of particular concern to your rapporteur. The notion of 'history of safe food use' 
remains rather loosely defined in the proposal, and will need to be accompanied by clear 
guidance and standards for the collection of data and evidence to be provided by applicants. 
This is a prerequisite for the new centralised system to be effective, that is, not to run the risk 
of frequent unreasoned safety objections by the Member States. Moreover, these requirements 
must be in line with the EU's international commitments so as not to create unjustified 
restrictions on operators from third countries.
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Your rapporteur is aware of the on-going work by the European Food Safety Authority to 
update existing 1997 guidelines on the scientific aspects and the information necessary to 
support applications for the placing on the market of novel foods and novel food ingredients 
and the preparation of initial assessment reports under Regulation (EC) No 258/97. Overall, 
the new centralised system will put a heavier workload on the EFSA which will, needless to 
say, have to be matched with corresponding resources. 

Further to the above-mentioned guidance, your rapporteur finds it essential that sufficient and 
timely technical assistance be made available to operators in third countries seeking to place 
traditional foods on the EU market.

Last but not least, your rapporteur deems it important that appropriate monitoring on the 
implementation and the impact of the new rules be done, in particular as concerns the new 
simplified procedure on traditional foods from third countries. The results of this monitoring 
should be reported to the Parliament five years after entry into force of the new Regulation.

These are some of the considerations that underlie the proposals your rapporteur for the 
Committee on International Trade will put forward. In terms of concrete amendments, the 
proposals will focus on the provisions concerning traditional goods from third countries and 
the necessary delegation of power in this respect.
 

AMENDMENTS

The Committee on International Trade calls on the Committee on the Environment, Public 
Health and Food Safety, as the committee responsible, to take into account the following 
amendments:

Amendment 1

Proposal for a regulation
Recital 2

Text proposed by the Commission Amendment

(2) A high level of protection of human 
health and of consumers’ interests and the 
effective functioning of the internal market 
should be assured in the pursuit of Union 
food policies, whilst ensuring transparency.

(2) A high level of protection of human 
health, of the environment and of 
consumers’ interests and the effective 
functioning of the internal market should 
be assured in the pursuit of Union food 
policies, whilst ensuring transparency and 
stimulating innovation and creativity 
within agri-food SMEs.  The 
precautionary principle, as defined in 
Regulation (EC) No 178/2002, should 
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apply.

Amendment 2

Proposal for a regulation
Recital 11

Text proposed by the Commission Amendment

(11) The placing on the market within the 
Union of traditional foods from third 
countries should be facilitated, where the 
history of safe food use in a third country 
has been demonstrated. Those foods should 
have been consumed in a third country for 
at least 25 years as a part of the customary 
diet within a large part of the population of 
the country. The history of safe food use 
should not include non-food uses or uses 
not related to normal diets.

(11) A distinction should be made between 
traditional food from third countries and 
novel foods. The placing on the market 
within the Union of traditional foods from 
third countries should be facilitated, where 
the history of safe food use in a third 
country has been demonstrated as set out 
in the scientific and technical guidance to 
be given by the European Food Safety 
Authority ("EFSA"). Those foods should 
have been consumed in a third country for 
at least 25 years as part of a customary diet 
within a significant part of the population 
of the country. The history of safe food use 
should not include non-food uses or uses 
not related to normal diets.

Amendment 3

Proposal for a regulation
Recital 21

Text proposed by the Commission Amendment

(21) As regards the possible use of 
nanomaterials for food use, EFSA 
considered in its opinion of 6 April 2011 
on Guidance on the risk assessment of the 
application of nanoscience and 
nanotechnologies in the food and feed 
chain21 that limited information is available 
in relation to aspects of nanotoxicokinetics 
and toxicology of engineered 
nanomaterials and that existing toxicity 
testing methods may need methodological 

(21) As regards the possible use of 
nanomaterials for food use, EFSA 
considered in its opinion of 6 April 2011 
on Guidance on the risk assessment of the 
application of nanoscience and 
nanotechnologies in the food and feed 
chain21 that limited information is available 
in relation to aspects of nanotoxicokinetics 
and toxicology of engineered 
nanomaterials and that existing toxicity 
testing methods may need methodological 
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modifications. In order to better assess the 
safety of nanomaterials for food use, the 
Commission is developing test methods 
which take into account specific 
characteristics of engineered 
nanomaterials.

modifications. In order to better assess the 
safety of nanomaterials for food use, 
bearing in mind the precautionary 
principle, the Commission is developing 
test methods which take into account 
specific characteristics of engineered 
nanomaterials.

__________________ __________________
21 EFSA Journal 2011; 9(5):2140. 21 EFSA Journal 2011; 9(5):2140.

Amendment 4

Proposal for a regulation
Recital 24

Text proposed by the Commission Amendment

(24) Novel foods are subject to the general 
labelling requirements laid down in 
Regulation (EU) No 1169/2011 of the 
European Parliament and of the Council on 
the provision of food information to 
consumers and other relevant labelling 
requirements in Union food law. In certain 
cases it may be necessary to provide for 
additional labelling information, in 
particular regarding the description of the 
food, its source or its conditions of use to 
ensure that consumers are sufficiently 
informed of the nature of the novel food.

(24) Novel foods are subject to the general 
labelling requirements laid down in 
Regulation (EU) No 1169/2011 of the 
European Parliament and of the Council on 
the provision of food information to 
consumers and other relevant labelling 
requirements in Union food law. 
Additional labelling information should be 
included, in particular regarding the 
description of the food, its origin, its 
composition and its conditions of use to 
ensure that consumers are sufficiently 
informed of the nature of the novel food, 
including those coming from third 
countries. Therefore, when a novel food is 
included in the Union list or in the list of 
traditional foods from third countries, 
specific conditions of use or labelling 
requirements may be imposed, which 
might, inter alia, relate to any specific 
characteristic or food property, such as 
composition, nutritional value or 
nutritional effects and intended use of the 
food, or to ethical considerations or 
implications for the health of specific 
groups of the population. It is appropriate 
to lay down in this Regulation specific 
labelling requirements in respect of food 
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ingredients present in the form of 
engineered nanomaterials which fall 
within the scope of this Regulation.

Amendment 5

Proposal for a regulation
Recital 26

Text proposed by the Commission Amendment

(26) The Member States should lay down 
rules on penalties applicable to 
infringements of the provisions of this 
Regulation and should take all measures 
necessary to ensure that they are 
implemented. Those penalties should be 
effective, proportionate and dissuasive.

(26) The Member States should lay down 
rules on penalties applicable to 
infringements of the provisions of this 
Regulation and should take all measures 
necessary to ensure that they are 
implemented. Those penalties should be 
effective, proportionate and dissuasive and 
should help to ensure a level playing field.

Amendment 6

Proposal for a regulation
Article 2 − paragraph 2 – point b

Text proposed by the Commission Amendment

(b) "traditional food from a third country" 
means novel food, other than the 
novel food as referred to in point (a)(i) to 
(iii), which is derived from primary 
production, with a history of safe food use 
in a third country; 

(b) "traditional food from a third country" 
means novel food, other than the 
novel food as referred to in point (a)(i) to 
(iii), which is derived from primary 
production and processed derivatives, as 
defined in Regulation (EC) No 178/2002, 
with a history of safe food use in a third 
country; 
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Amendment 7

Proposal for a regulation
Article 2 −paragraph 2 – point c

Text proposed by the Commission Amendment

(c) "history of safe food use in a third 
country" means that the safety of the food 
in question has been confirmed with 
compositional data and from experience of 
continued use for at least 25 years in the 
customary diet of a large part of the 
population of a third country, prior to a 
notification referred to in Article 13;

(c) "history of safe food use in a third 
country" means that the safety of the food 
in question has been confirmed with 
compositional data and from experience of 
continued use for at least 25 years in the 
customary diet of a significant part of the 
population of a third country, prior to a 
notification referred to in Article 13;

Amendment 8

Proposal for a regulation
Article 2 −paragraph 2 – subparagraph 1 a (new)

Text proposed by the Commission Amendment

The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 27a concerning the definition of 
the concept of "significant part of the 
population of a third country".

Amendment 9

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

Text proposed by the Commission Amendment

(d) ‘the applicant’ means the Member 
State, the third country or the interested 
party, who may represent several interested 
parties, who has submitted an application 
in accordance with Article 9 or 15 or a 
notification in accordance with Article 13 
to the Commission;

(d) ‘the applicant’ means the Member 
State, the third country, or the interested 
party, who may represent several interested 
parties, or an SME, who has submitted an 
application in accordance with Article 9 or 
15 or a notification in accordance with 
Article 13 to the Commission;
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Amendment 10

Proposal for a regulation
Article 3 − title

Text proposed by the Commission Amendment

Implementing power concerning the 
definition of novel food in Article 2(2)(a)

Delegation of power

Amendment 11

Proposal for a regulation
Article 3 − paragraph 1

Text proposed by the Commission Amendment

In order to ensure the uniform 
implementation of this Regulation, the 
Commission may decide, by means of 
implementing acts, whether or not a 
particular food falls within the definition 
of novel food, as laid down in Article 
2(2)(a).

The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 27a concerning the decision 
whether or not a particular food falls 
within the definition of "novel food" as 
laid down in point (a) of Article 2(2) as 
well as the authorisation of a traditional 
food from a third country and updating of 
the Union list as referred to in Article 17.

Justification

The rapporteur deems it appropriate to have recourse to the regime of delegated acts to 
supplement or amend the Regulation in these regards. Should this amendment be adopted a 
Recital detailing the delegation of power would need to be introduced. 

Amendment 12

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

Those implementing acts shall be adopted 
in accordance with the examination 
procedure referred to in Article 27(3).

deleted

Amendment 13

Proposal for a regulation
Article 5 – paragraph 1

Text proposed by the Commission Amendment

1. The Commission shall establish and 
update a Union list of novel foods 
authorised to be placed on the market 
within the Union in accordance with 
Articles 6, 7 and 8 (‘the Union list’).

1. The Commission shall establish, update 
and publish a Union list of novel foods 
authorised to be placed on the market 
within the Union in accordance with 
Articles 6, 7 and 8 (‘the Union list’), as set 
out in the annex of this Regulation. The 
Union list shall include traditional foods 
from third countries.

Amendment 14

Proposal for a regulation
Article 6 – paragraph 1 – point c a (new)

Text proposed by the Commission Amendment

(ca) where it is possible to ensure the 
traceability of the materials used in its 
manufacture.

Amendment 15

Proposal for a regulation
Article 8 – paragraph 3 – point c

Text proposed by the Commission Amendment

(c) additional specific labelling (c) additional specific labelling 
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requirements to inform the final consumer 
of any specific characteristic or food 
property, such as the composition, 
nutritional value or nutritional effects and 
intended use of the food, which renders a 
novel food no longer equivalent to an 
existing food or of implications for the 
health of specific groups of the population;

requirements to inform the final consumer 
of any specific characteristic or food 
property and ensure its traceability, such 
as the composition, provenance, nutritional 
value or nutritional effects and intended 
use of the food, which renders a novel food 
no longer equivalent to an existing food or 
of implications for the health of specific 
groups of the population;

Justification

The labelling of novel foods must enable the final consumer to determine their origin.

Amendment 16

Proposal for a regulation
Article 13 – paragraph 2 – point c

Text proposed by the Commission Amendment

(c) its country of origin; (c) its country of origin and the countries 
of origin of the materials used in its 
manufacture;

Amendment 17

Proposal for a regulation
Article 13 − paragraph 2 – point d

Text proposed by the Commission Amendment

(d) documented data demonstrating the 
history of safe food use in a third country;

(d) documented data demonstrating the 
history of safe food use in a third country, 
as set out in the European guidelines 
under the control of the European Food 
Safety Authority (EFSA);

Amendment 18

Proposal for a regulation
Article 13 − paragraph 2 – point e
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Text proposed by the Commission Amendment

(e) where applicable, the conditions of use 
and specific labelling requirements, which 
do not mislead the consumer.

(e) the conditions of use and specific 
labelling requirements, which do not 
mislead the consumer.

Amendment 19

Proposal for a regulation
Article 17 − paragraph 1 − subparagraph 1

Text proposed by the Commission Amendment

1. Within three months of the date of 
publication of EFSA's opinion, the 
Commission shall submit to the Committee 
referred to in Article 27(1) a draft 
implementing act to authorise the placing 
on the market within the Union of the 
traditional food from a third country and to 
update the Union list, taking into account 
the following:

1. Within three months of the date of 
publication of EFSA's opinion, the 
Commission shall adopt a delegated act to 
authorise the placing on the market within 
the Union of the traditional food from a 
third country and to update the Union list, 
taking into account the following:

Justification

The rapporteur deems it appropriate to have recourse to the regime of delegated acts to 
supplement the Regulation in these regards. Should this amendment be adopted a Recital 
detailing the delegation of power would need to be introduced.

Amendment 20

Proposal for a regulation
Article 17 − paragraph 1 − subparagraph 2

Text proposed by the Commission Amendment

That implementing act shall be adopted in 
accordance with the examination 
procedure referred to in Article 27(3).

deleted
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Amendment 21

Proposal for a regulation
Article 19 − point a

Text proposed by the Commission Amendment

(a) the contents, drafting and presentation 
of the notification provided for in Article 
13 and of the application provided for in 
Article 14(5); 

(a) the contents, drafting and presentation 
of the notification provided for in Article 
13 and of the application provided for in 
Article 14(5), based on EFSA guidelines; 

Justification

Apart from updating existing scientific guidelines, the EFSA should develop technical 
guidance and tools to assist food business operators in 3rd countries for submitting an 
application or a notification.

Amendment 22

Proposal for a regulation
Article 22 – paragraph 4 – subparagraph 2 – point b

Text proposed by the Commission Amendment

(b) the name and description of the novel 
food;

(b) the name, description and composition 
of the novel food;

Amendment 23

Proposal for a regulation
Article 23 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. The food business operators shall 
forthwith inform the Commission of:

2. The food business operators and the 
health authorities of the Member States 
shall forthwith inform the Commission of
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Amendment 24

Proposal for a regulation
Article 26 – paragraph 1

Text proposed by the Commission Amendment

Member States shall lay down the rules on 
penalties applicable to infringements of the 
provisions of this Regulation and shall take 
all measures necessary to ensure that they 
are implemented. The penalties provided 
for must be effective, proportionate and 
dissuasive. Member States shall notify 
those provisions to the Commission by 
…26 at the latest and shall notify it without 
delay of any subsequent amendment 
affecting them.

Member States shall lay down the rules on 
penalties applicable to infringements of the 
provisions of this Regulation and shall take 
all measures necessary to ensure that they 
are implemented. The penalties provided 
for must be effective, proportionate and 
dissuasive and shall ensure a level playing 
field. Member States shall notify those 
provisions to the Commission by …26 at 
the latest and shall notify it without delay 
of any subsequent amendment affecting 
them.

__________________ __________________
26 Publications Office: please insert date: 
24 months after the date of entry into force 
of this Regulation.

26 Publications Office: please insert date: 
24 months after the date of entry into force 
of this Regulation.

Amendment 25

Proposal for a regulation
Article 27a new

Text proposed by the Commission Amendment

Exercise of the delegation
1. The power to adopt delegated acts is 
conferred on the Commission subject to 
the conditions laid down in this Article.
2. The delegation of power referred to in 
Article 3 and Article 17 shall be conferred 
on the Commission for a period of 5 years 
from ...*. The Commission shall draw up 
a report in respect of the delegation of 
power not later than nine months before 
the end of the 5 year period. The 
delegation of power shall be tacitly 
extended for periods of an identical 
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duration, unless the European Parliament 
or the Council opposes such extension not 
later than three months before the end of 
each period.
3. The delegation of power referred to in 
Article 3 and Article 17 may be revoked at 
any time by the European Parliament or 
by the Council. A decision to revoke shall 
put an end to the delegation of the power 
specified in that decision. It shall take 
effect the day following the publication of 
the decision in the Official Journal of the 
European Union or at a later date 
specified therein. It shall not affect the 
validity of any delegated acts already in 
force.
4. As soon as it adopts a delegated act, the 
Commission shall notify it simultaneously 
to the European Parliament and to the 
Council.
5. A delegated act adopted pursuant to 
Article 3 and Article 17 shall enter into 
force only if no objection has been 
expressed either by the European 
Parliament or the Council within a period 
of two months of notification of that act to 
the European Parliament and the Council 
or if, before the expiry of that period, the 
European Parliament and the Council 
have both informed the Commission that 
they will not object. That period shall be 
extended by two months at the initiative of 
the European Parliament or of the 
Council.
_____________
* OJ: Please insert the date of entry into 
force of this Regulation.

Justification

The rapporteur deems it appropriate to limit in time the conferral of powers on the 
Commission. Such limitation brings about more parliamentary control, obliging the 
Commission to draw up a report in respect of the delegation of power not later than nine 
months before the end of the established period. On the other hand, tacit extension of the 
delegation for a period of identical duration prevents overburdening of the legislators and 
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facilitates the implementation of the Regulation.

Amendment 26

Proposal for a regulation
Article 29a new

Text proposed by the Commission Amendment

Reporting
Five years after the date of application, 
the Commission shall report to the 
European Parliament and to the Council 
on the implementation of this Regulation, 
addressing in particular the impact of the 
new simplified procedure on novel foods 
and traditional foods from third countries. 
This report shall be made public.
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