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Amendment 1
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 2, 96, 97, 98, AGRI 1, INTA 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, consumers’ interests and of the 
environment and the effective functioning 
of the internal market need to be assured in 
the pursuit of Union food policies, whilst 
ensuring transparency. Animal health and 
welfare and precautionary principle as 
laid down in Regulation (EC) No 
178/2002 are also taken into account.

Or. en

Amendment 2
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 5, 102, 103, 104, 105, 106, 107, AGRI 3, 
108

Proposal for a regulation
Recital 5

Text proposed by the Commission Amendment

(5) The existing categories of novel food 
laid down in Article 1 of Regulation (EC) 
No 258/97 should be clarified and updated 
by replacing the existing categories with a 
reference to the general definition of food 
provided for in Article 2 of Regulation 
(EC) No 178/2002 of the European 
Parliament and of the Council.

(5) The existing categories of novel food 
listed in Article 1 of Regulation (EC) No 
258/97 should be clarified and updated by 
adding new relevant categories and a 
reference to the general definition of food 
provided for in Article 2 of Regulation 
(EC) No 178/2002 of the European 
Parliament and of the Council. Before the 
date of application of this Regulation, the 
Commission should adopt guidance, 
following a consultation with 
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stakeholders, on the categories of novel 
foods which would assist the applicants 
and Member States in understanding 
whether a food falls within the scope of 
this Regulation and into which category 
of novel food a food falls.

Or. en

Amendment 3
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments AGRI 8 - INTA 2 - 127-11-125-126-128 

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) The placing on the market within the 
Union of traditional foods from third 
countries, including insects, 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 of a significant number of people in 
at least one third country as set out in the 
scientific and technical guidance to be 
given by the Commission based on advice 
from the European Food Safety Authority 
(‘EFSA’). The history of safe food use 
should not include non-food uses or uses 
not related to normal diets.

Or. en

Amendment 4
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 184, 183, AGRI 19
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Proposal for a regulation
Recital 28 a (new)

Text proposed by the Commission Amendment

(28a) In order to supplement or amend 
certain non-essential elements of this 
Regulation, 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 in respect of establishing 
which forms of food fall within the scope 
of this Regulation for each of the 
categories of novel foods, establishing the 
procedural steps of the consultation 
procedure, the definition of "significant 
part of the population of a third country", 
and updating the Union list of novel 
foods. It is of particular importance that 
the Commission carry 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 5
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments tabled to Article 1: 26, 27, 28, 186, 187, 
189, 190, 191, AGRI 20

Proposal for a regulation
Article 1 – paragraph 1 and 2 - point a and b

Text proposed by the Commission Amendment

Subject matter and scope Subject matter, purpose and scope

1. This Regulation lays down rules for the 
placing of novel foods on the market 

1. This Regulation lays down rules for the 
placing of novel foods on the market 
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within the Union in order to ensure the 
effective functioning of the internal 
market while providing a high level of 
protection of human health and consumer 
interests.

within the Union.

1a. The purpose of this Regulation is to 
provide a high level of protection of 
human health and consumers' interests, 
and of the environment, while ensuring 
the effective functioning of the internal 
market.

2. This Regulation shall not apply to: 2. This Regulation shall not apply to:

(a) genetically modified foods falling 
within the scope of Regulation (EC) No 
1829/2003;

(a) genetically modified foods falling 
within the scope of Regulation (EC) No 
1829/2003 and Directive 2001/18/EC;

(b) foods when and in so far as they are 
used as:

(b) foods when and in so far as they are 
used as:

(i) food enzymes falling within the scope 
of Regulation (EC) No 1332/2008;

(i) food enzymes falling within the scope 
of Regulation (EC) No 1332/2008;

(ii) food additives falling within the scope 
of Regulation (EC) No 1333/2008;

(ii) food additives falling within the scope 
of Regulation (EC) No 1333/2008;

(iii) food flavourings falling within the 
scope of Regulation (EC) No 1334/2008;

(iii) food flavourings falling within the 
scope of Regulation (EC) No 1334/2008;

(iv) extraction solvents used or intended to 
be used in the production of foodstuffs or 
food ingredients and falling within the 
scope of Directive 2009/32/EC;

(iv) extraction solvents used or intended to 
be used in the production of foodstuffs or 
food ingredients and falling within the 
scope of Directive 2009/32/EC;

Or. en

Amendment 6
EPP-S&D-ECR-ALDE-EFDD
Compromise amendment replacing Amendments tabled to Article 2: 29, 30, 31, 32, 33, 34, 35 
and 36 , AGRI 23 ,197, 198, 199, 200, 201, 202, 203, 204, 205, AGRI 26, 207, 208, 209, 211, 
212, AGRI 24, 213, 214, 215, AGRI 25, 216, 217, 219, 220, 221, AGRI 27,  233, 234, 235, 
236, AGRI 28, 238, 240, 241, 242, 243, 244, 245,  AGRI 30, INTA 6, INTA 7, INTA 9, 246

Proposal for a regulation

Article2 (except para 2 (a) (ii) and para 2 (a) (iii) second indent)
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Text proposed by the Commission Amendment

Definitions Definitions

1. For the purposes of this Regulation, the 
definitions laid down in Articles 2 and 3 of 
Regulation (EC) No 178/2002 shall apply. 

1. For the purposes of this Regulation, the 
definitions laid down in Articles 2 and 3 of 
Regulation (EC) No 178/2002 shall apply. 

2. The following definitions shall also 
apply:

2. The following definitions shall also 
apply:

(a) "novel food" means all food that was 
not used for human consumption to a 
significant degree within the Union before 
15 May 1997 irrespective of the date of 
accession of the various Member States to 
the Union and includes in particular:

(a) "novel food" means any food that was 
not used for human consumption to a 
significant degree within the Union before 
15 May 1997 irrespective of the date of 
accession of the various Member States to 
the Union and that falls under at least one 
of the following categories:

(-i) food with a new or intentionally 
modified primary molecular structure;

(-ia) food consisting of, isolated from or 
produced from microorganisms, fungi or 
algae;

(-ib) food consisting of, isolated from or 
produced from plants, except for plants 
having a history of safe food use within 
the Union market and obtained by:

- traditional propagating practices; or;

-  non-traditional propagating practices 
where those practices do not give rise to 
significant changes in the composition or 
structure of the food affecting their 
nutritional value, metabolism or level of 
undesirable substances;

(-ic) food consisting of, isolated from or 
produced from animals or their parts, 
including whole animals like insects, 
except for food from animals obtained by 
traditional breeding practices and having 
a history of safe food use within the 
Union market;

(i) food to which a new production process 
not used for food production within the 
Union before 15 May 1997 is applied, 
where that production process gives rise to 
significant changes in the composition or 

(i) food resulting from a new production 
process not used for food within the Union 
before 15 May 1997, which may give rise 
to significant changes in the composition 
or structure of the food affecting its 
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structure of the food which affect its 
nutritional value, the way it is metabolised 
or the level of undesirable substances;

nutritional value, the way it is metabolised 
or the level of undesirable substance;

(ii) food containing or consisting of 
"engineered nanomaterials" as defined in 
Article 2(2)(t) of Regulation (EU) No 
1169/2011;

(iii) vitamins, minerals and other 
substances used in accordance with 
Directive 2002/46/EC, Regulation (EC) No 
1925/2006 or Regulation (EU) No 
609/2013, where: 

(iii) vitamins, minerals and other 
substances used in accordance with 
Directive 2002/46/EC, Regulation (EC) No 
1925/2006 or Regulation (EU) No 
609/2013, where: 

– a new production process has been 
applied as referred to in point (i) of this 
paragraph; or

– a new production process has been 
applied as referred to in point (i) of this 
paragraph; or

– such substances contain or consist of 
"engineered nanomaterials" as defined in 
Article 2(2)t of Regulation (EU) No 
1169/2011;

– a new source or starting material has 
been used, for a single form or for 
mixtures of vitamins, minerals and other 
substances used in accordance with 
Directive 2002/46/EC, Regulation (EC) 
No 1925/2006 or Regulation (EU) No 
609/2013.

(iv) food used exclusively in food 
supplements within the Union before 15 
May 1997, where it is intended to be used 
in foods other than food supplements as 
defined in point (a) of Article 2 of 
Directive 2002/46/EC; 

(iv) food used exclusively in food 
supplements within the Union before 15
May 1997, where it is intended to be used 
in foods other than food supplements as 
defined in point (a) of Article 2 of 
Directive 2002/46/EC; 

(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), (i), (ii)
and (iii), which is derived from primary 
production, with a history of safe food use 
in a third country; 

(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 

(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 number of 
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population of a third country, prior to a 
notification referred to in Article 13;

people in at least one third country as 
defined in guidelines referred to in Article 
4 of this Regulation, prior to a notification 
referred to in Article 13;

(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, who has submitted an application 
in accordance with Article 9 or 15 or a 
notification in accordance with Article 13 
to the Commission;

(e) "valid application" and “valid 
notification” mean an application or a 
notification which falls in the scope of this 
Regulation and contains the information 
required for risk assessment and 
authorisation procedure.

(e) "valid application" and “valid 
notification” mean an application or a 
notification which falls in the scope of this 
Regulation and contains the information 
required for risk assessment and 
authorisation procedure.

(ea) 'new production process' means a 
process not used for food production 
within the Union before 15 May 1997;

(eb) 'traditional propagating practices' or 
'traditional breeding practices' mean 
practices used for food production within 
the Union before 15 May 1997, 

Or.en

Amendment 7
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 38, 39, 40,259 AGRI 35, 261, 262, 263, 
264, AGRI 36, AGRI 37, 265, 266, 267, 268, 269, 270

Proposal for a regulation
Article 4

Text proposed by the Commission Amendment

Procedure for determination of novel food 
status

Procedure for determination of novel food 
status

1. Food business operators shall verify 
whether or not the food which they intend 
to place on the market within the Union 
falls within the scope of this Regulation.

1. Food business operators shall verify 
whether or not the food which they intend 
to place on the market within the Union 
falls within the scope of this Regulation.
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2. Food business operators shall consult a 
Member State where they are unsure 
whether or not a food which they intend to 
place on the market within the Union falls 
within the scope of this Regulation. In that 
case, food business operators shall provide 
the necessary information to the Member 
State on request to enable it to determine 
in particular the extent to which the food 
in question was used for human 
consumption within the Union before 15 
May 1997.

2. Where they are unsure whether or not a 
food which they intend to place on the 
market within the Union falls within the 
scope of this Regulation, food business 
operators shall consult the Member State 
where they first intend to place the novel 
food. Food business operators shall 
provide the necessary information to the 
Member State to enable it to determine 
whether or not a food falls within the 
scope of this Regulation. With a view to 
determining that assessment, the Member 
State may consult the Commission and 
other Member States.

3. The Commission may, by means of 
implementing acts, specify the procedural 
steps of the consultation process provided 
for in paragraph 2.

3. By ...+ the Commission shall adopt 
delegated acts specifying:

- which forms of food fall within the scope 
of this Regulation for each of the 
categories in Article 2(2)(a) and;

- the procedural steps of the consultation 
process.

- after consultation with EFSA, the 
definition of “significant part of the 
population of a third country”

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

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

Or. en

Amendment 8
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 42, 43, 272, 273, AGRI 38, INTA 13, AGRI 
39, 274, 275, 276, 277, AGRI 40, 278, 301, 302, 303, 304, 306

Proposal for a regulation
Article 5
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Text proposed by the Commission Amendment

Union list of novel foods Union list of novel foods

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 Union list of novel foods authorised 
to be placed on the market within the 
Union in accordance with Articles 6 and 8 
("the Union list") is set out in the Annex.

2. Only novel foods authorised and 
included in the Union list may be placed on 
the market within the Union as such and
used in or on foods under the conditions of 
use specified therein.

2. Only novel foods authorised and 
included in the Union list may be placed on 
the market within the Union as such or
used in or on foods according to the 
conditions of use and to the labelling 
requirements specified therein.

2a. The Commission shall also make 
available on its website a list of rejected 
applications, in order to serve as reference 
for future applications. The list shall 
specify the reasons for rejection. 

Or. en

Amendment 9
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 45 289, 290, 291, 292, 293, 294, 295, 296, 
297, 298, 299, 300, AGRI 43

Proposal for a regulation
Article 7

Text proposed by the Commission Amendment

No later than …23 the Commission shall, 
by means of an implementing act, 
establish the Union list by entering novel 
foods authorised or notified under 
Articles 4, 5 or 7 of Regulation (EC) 
N° 258/97 in the Union list, including any 
existing authorisation conditions.

Deleted

That implementing act shall be adopted in 
accordance with the advisory procedure 
referred to in Article 27(2).
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__________________
23 Publications Office: please insert date: 
24 months after the entry into force of this 
Regulation.

Or. en

Amendment 10
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 46, 47, 48 , 301, 302, 303, 304, AGRI 44, 
305, 306, 307, 308, AGRI 45, 309, AGRI 46, 310, 311, AGRI 47, 312, 313, 314, AGRI 48, 
AGRI 49, INTA 15, AGRI 50 

Proposal for a regulation
Article 8

Text proposed by the Commission Amendment

Contents of the Union list Contents and updating of the Union list

1. The Commission shall authorise a novel 
food and update the Union list in 
accordance with the rules laid down in:

1. The Commission shall authorise a novel 
food and update the Union list in 
accordance with the rules laid down in:

(a) Articles 9, 10 and 11 and, where 
applicable, in accordance with Article 25 
or

(a) Articles 9, 10 and 11 and, where 
applicable, in accordance with Article 25 
or

(b) Articles 13 to 18. (b) Articles 13 to 18.

2. The authorisation of a novel food and 
updating of the Union list provided for in 
paragraph 1 shall consist of one of the 
following:

2. The authorisation of a novel food and 
updating of the Union list provided for in 
paragraph 1 shall consist of one of the 
following:

(a) adding a novel food to the Union list; (a) adding a novel food to the Union list;

(b) removing a novel food from the Union 
list;

(b) removing a novel food from the Union 
list;

(c) adding, removing or changing the 
conditions, specifications or restrictions 
associated with the inclusion of a novel 
food on the Union list.

(c) adding, removing or changing the 
specifications, conditions of use, 
additional specific labelling requirements 
or post-market monitoring requirements
associated with the inclusion of a novel 
food on the Union list.

3. The entry for a novel food in the Union 
list provided for in paragraph 2 shall 

3. The entry for a novel food in the Union 
list provided for in paragraph 2 shall 
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include where relevant: include the specification of the novel food, 
the date of entry of the novel food in the 
Union list and where relevant:

(a) a specification of the novel food;

(b) the conditions under which the novel 
food may be used, in order to avoid, in 
particular, possible adverse effects on 
particular groups of the population, the 
exceeding of maximum intake levels and 
risks in case of excessive consumption;

(a) the conditions under which the novel 
food may be used, in order to avoid, in 
particular, possible adverse effects on 
particular groups of the population, the 
exceeding of maximum intake levels and 
risks in case of excessive consumption;

(c) additional specific labelling 
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;

(b) additional specific labelling 
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;

(d) a post-market monitoring requirement
in accordance with Article 23.

(c) post-market monitoring requirements
in accordance with Article 23.

Or. en

Amendment 11
EPP-S&D-ECR-ALDE-GUE-EFDD
Compromise amendment replacing Amendments 49, 50, 51, 52, 53, 315, 316, 317, 318, 319, 
320 , 321, 322, 323, 325, 326, 327, 328, 329, 330, AGRI 51, AGRI 52, AGRI 53, AGRI 54, 
AGRI 55, AGRI 56, AGRI 57, 336, 335, 333, 334, 337, AGRI 56, 52, 338, 53

Proposal for a regulation
Article 9

Text proposed by the Commission Amendment

The procedure for authorising the placing 
on the market within the Union of a novel 
food and updating the Union list.

The procedures for updating the Union list.

1. The procedure for authorising the 
placing on the market within the Union of 
a novel food and updating of the Union list 
provided for in Article 8 shall start either 
on the Commission's initiative or following 

1. The procedures for authorising the 
placing on the market within the Union of 
a novel food and updating of the Union list 
provided for in Article 8 shall start either 
on the Commission's initiative or following 
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an application to the Commission by an 
applicant.

an application to the Commission by an 
applicant. The Commission shall make the 
application available to the Member 
States without delay. The Commission 
shall also publish a brief of the 
application on its webpage based on the 
information referred to in point (-a), (a) 
and a summary of scientific evidence 
referred to in point (c).

The application shall include: The application shall include:

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

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

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

(aa) the description of the production 
process;

(b) the composition of the novel food; (b) the detailed composition of the novel 
food; 

(c) scientific evidence demonstrating that 
the novel food does not pose a safety risk 
to human health;

(c) scientific evidence demonstrating that 
the novel food does not pose a safety risk 
to human health and where applicable to 
the environment;

(ca) where applicable, the analysis 
method(s);

(d) where applicable, a proposal for the 
conditions of use and a proposal for 
specific labelling requirements which do 
not mislead the consumer.

(d) where applicable, a proposal for the 
conditions of intended use and a proposal 
for specific labelling requirements which 
do not mislead the consumer.

2. The Commission may request EFSA to
render its opinion if the update is liable to 
have an effect on human health.

2. The Commission shall request that
EFSA renders its opinion if the update is 
liable to have an effect on human health. 

3. The procedure for authorising the 
placing on the market within the Union of 
a novel food and updating the Union list 
as provided for in Article 8 shall end with 
the adoption of an implementing act in 
accordance with Article 11. 

3. The Commission shall be empowered to 
adopt delegated acts, in accordance with 
Article 26 a, to update the Union list laid 
down in the Annex.

4. By way of derogation from paragraph 3, 
the Commission may end the 
authorisation procedure and decide not to 
proceed with an update, at any stage of the 
procedure, where it considers that such an 
update is not justified.

4. By way of derogation from paragraph 3, 
the Commission may decide not to proceed 
with an update, at any stage of the 
procedure, where it considers that such an 
update is not justified.
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Where applicable, it shall take account of 
the views of Member States, the EFSA's 
opinion and any other legitimate factors 
relevant to the update under consideration.

Where applicable, it shall take account of 
the views of Member States, the EFSA's 
opinion and any other legitimate factors 
relevant to the update under consideration.

In such cases, the Commission shall inform 
the applicant and all Member States 
directly, indicating the reasons for not 
considering the update justified.

In such cases, the Commission shall inform 
the applicant and all Member States 
directly, indicating the reasons for not 
considering the update justified.

5. The applicant may withdraw its 
application referred to in paragraph 1 at 
any time before the adoption of EFSA's 
opinion referred to in paragraph 2, 
thereby terminating the procedure for 
authorising a novel food and updating the 
Union list

5. The applicant may withdraw its 
application at any time, thereby 
terminating the procedure for authorising a 
novel food and updating the Union list. 

Or. en

Amendment 12
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 54, 55, 56, 57, 58, 339, 340, 341, 342, 343, 
344, 345, 346, 347, 349, 350, 351, 352, AGRI 58, AGRI 59, AGRI 60, AGRI 61

Proposal for a regulation
Article 10

Text proposed by the Commission Amendment

Opinion of EFSA Opinion of EFSA 

1. Where the Commission requests an 
opinion from EFSA, it shall forward the 
valid application to EFSA. EFSA shall 
adopt its opinion within nine months from 
the date of receipt of a valid application.

1. Where the Commission requests an 
opinion from EFSA, it shall forward the 
valid application to EFSA within one 
month. EFSA shall adopt its opinion 
within nine months from the date of receipt 
of a valid application.

In assessing the safety of novel foods, 
EFSA shall, where appropriate, consider 
the following:

In assessing the safety of novel foods, 
EFSA shall consider the following:

(a) whether the novel food concerned is as 
safe as food from a comparable food 
category already existing on the market 
within the Union;

(a) whether the novel food concerned is as 
safe as food from a comparable food 
category already existing on the market 
within the Union;

(b) whether the composition of the novel (b) whether the composition of the novel 
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food and the conditions of its use do not 
pose a safety risk to human health in the 
Union.

food and the conditions of its use do not 
pose a safety risk to human health in the 
Union and where applicable to the 
environment;

(c) whether a novel food, which is 
intended to replace another food, does not 
differ from that food in such a way that its 
normal consumption would be 
nutritionally disadvantageous for the 
consumer.

2. EFSA shall forward its opinion to the 
Commission, the Member States and, 
where applicable, to the applicant.

2. EFSA shall forward its opinion to the 
Commission, the Member States and to the 
applicant.

3. In duly justified cases, where EFSA 
requests additional information from the 
applicant, the period of nine months
provided for in paragraph 1 may be 
extended.

3. In duly justified cases, where EFSA 
requests additional information from the 
applicant, the nine month period provided 
for in paragraph 1 may be extended.

After consulting the applicant, EFSA shall 
specify a period within which that 
additional information may be provided 
and shall inform the Commission of the 
additional period required.

After consulting the applicant, EFSA shall 
specify a period within which that 
additional information is to be provided 
and shall inform the Commission thereof.

Where the Commission does not object 
within eight working days of being 
informed by EFSA, the period of nine 
months provided for in paragraph 1 shall 
be automatically extended by that 
additional period. The Commission shall 
inform the Member States of that 
extension.

Where the Commission does not object 
within eight working days of being 
informed by EFSA, the nine month period 
provided for in paragraph 1 shall be 
automatically extended by that additional 
period. The Commission shall inform the 
Member States of that extension.

4. Where the additional information 
referred to in paragraph 3 is not sent to 
EFSA within the additional period referred 
to in that paragraph, it shall finalise its 
opinion on the basis of the information 
already provided to it.

4. Where the additional information 
referred to in paragraph 3 is not provided
to EFSA within the additional period 
referred to in that paragraph, it shall draw 
up its opinion on the basis of the available 
information. The failure to provide the 
additional information may be a reason 
for EFSA to draw a negative opinion.

5. Where applicants submit additional 
information on their own initiative, they 
shall send it to the Commission and to 
EFSA.

5. Where applicants submit additional 
information on their own initiative, they 
shall send it to the Commission and to 
EFSA.

In such cases, EFSA shall give its opinion In such cases, EFSA shall give its opinion 
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within the period of nine months provided 
for in paragraph 1.

within the period of nine months provided 
for in paragraph 1.

6. EFSA shall make the additional 
information referred to in paragraph 3 
available to the Commission and to the 
Member States.

6. EFSA shall make the additional 
information referred to in paragraph 3 and 
5 available to the Commission and to the 
Member States.

Or. en

Amendment 13
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 59, 60, 353, 354, 355, 356, 357, 358, 359, 
360, 361, 362, 363, 364, 365, 366, 367, 368, AGRI 62, AGRI 63, AGRI 64, AGRI 65 

Proposal for a regulation
Article 11

Text proposed by the Commission Amendment

Authorisation of a novel food and 
updating the Union list 

Updating the Union list

1. Within nine months from 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 updating the Union list
taking account of:

1. The Commission shall be empowered to 
adopt a delegated act in accordance with 
Article 26 a, in order to update the Union 
list referred to in Article 5, within six
months from the date of publication of 
EFSA's opinion referred to in Article 10
taking account of:

(a) the conditions provided for in Article 6 
where applicable;

(a) the conditions provided for in Article 6;

(b) any relevant provisions of Union law; (b) any relevant provisions of Union law; 

(c) the EFSA's opinion; (c) the EFSA's opinion;

(d) any other legitimate factors relevant to 
the application under consideration.

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

2. Where the Commission has not 
requested an opinion from EFSA in 
accordance with Article 9(2), the nine-
month period provided for in paragraph 1 
shall start from the date on which the 
Commission received a valid application in 

2. Where the Commission has not 
requested an opinion from EFSA in 
accordance with Article 9(2), the six-
month period provided for in paragraph 1 
shall start from the date on which the 
Commission received a valid application in 
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accordance with Article 9(1). accordance with Article 9(1).

Or. en

Amendment 14
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 62, 375, 376, 377, 378, 379, 380, 381, 382, 
383 first part, AGRI 66, INTA 16, INTA 17, INTA 18

Proposal for a regulation
Article 13

Text proposed by the Commission Amendment

Notification of traditional foods from third 
countries

Notification of traditional foods from third 
countries

An applicant, who intends to place on the 
market within the Union a traditional food 
from a third country, shall notify that 
intention to the Commission.

Instead of following the procedure 
referred to in Article 9, an applicant, who 
intends to place on the market within the 
Union a traditional food from a third 
country, may opt to submit a notification
of that intention to the Commission.

The notification shall include the following 
information:

The notification shall include the following 
information:

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

(a) the name and a description of the 
traditional food;

(a) the name and a description of the 
traditional food;

(b) its composition; (b) its detailed composition;

(c) its country of origin; (c) its country or countries of origin;

(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 guidelines referred to in 
Article 4 of this Regulation;

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

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

Or. en
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Amendment 15
EPP-S&D-ECR-ALDE-GUE-EFDD
Compromise amendment replacing Amendments 63, 64, 65, 66, 67, 68, 385, 386, 387, 388, 
389, 390 first part, 391, 392, 392, 393, 394, AGRI 67, AGRI 68

Proposal for a regulation
Article 14

Text proposed by the Commission Amendment

Procedure for traditional foods from third 
countries

Procedure for notifying the placing on the 
market of traditional foods from third 
countries

1. The Commission shall forward the valid 
notification provided for in Article 13 
without delay to the Member States and to 
EFSA.

1. The Commission shall forward the valid 
notification provided for in Article 13 
within one month to the Member States 
and to EFSA.

2. Within four months from the date on 
which the valid notification is forwarded 
by the Commission in accordance with 
paragraph 1, a Member State or EFSA may 
submit to the Commission reasoned safety 
objections, based on scientific evidence, to 
the placing on the market within the Union 
of the traditional food concerned.

2. Within four months from the date on 
which the valid notification is forwarded 
by the Commission in accordance with 
paragraph 1, a Member State or EFSA may 
submit to the Commission reasoned safety 
objections, based on scientific evidence, to 
the placing on the market within the Union 
of the traditional food concerned.

3. The Commission shall inform the 
Member States, EFSA and the applicant of 
the outcome of the procedure referred to in 
paragraph 2.

3. The Commission shall inform the 
applicant of any reasoned objection as 
soon as it is submitted. The Member 
States, EFSA and the applicant shall be 
informed of the outcome of the procedure 
referred to in paragraph 2.

4. Where no reasoned safety objections are 
made in accordance with paragraph 2 
within the time-limit laid down in that 
paragraph, the Commission shall authorise 
the placing on the market within the 
Union of the traditional food concerned 
and update without delay the Union list.

4. Where no reasoned objections are made 
in accordance with paragraph 2 within the 
time-limit laid down in that paragraph, the 
Commission, by means of delegated act in 
accordance with Article 26 a shall update 
the Union list within one month. The entry 
in the Union list shall specify that it 
concerns a traditional food from a third 
country.

5. Where reasoned safety objections, based 
on scientific evidence, are submitted to the 
Commission in accordance with paragraph 
2, the Commission shall not authorise the 
placing on the market of the traditional 

5. Where reasoned safety objections, based 
on scientific evidence, are submitted to the 
Commission in accordance with paragraph 
2, the Commission shall not update the 



PE541.480v01-00 20/27 AM\1039065EN.doc

EN

food concerned nor update the Union list. Union list.

In that case, the applicant may submit an 
application to the Commission in 
accordance with Article 15.

In that case, the applicant may submit an 
application to the Commission in 
accordance with Article 15.

Or. en

Amendment 16
EPP-S&D-ECR--ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 70, 71, 72 , 396, 397, 398, 399, 400, 401, 
402, 403, 403, 404, 406, 407, AGRI 69, AGRI 70, AGRI 71

Proposal for a regulation
Article 16

Text proposed by the Commission Amendment

Opinion of EFSA on a traditional food 
from a third country

Opinion of EFSA on a traditional food 
from a third country

1. EFSA shall adopt its opinion within six 
months from the date of receipt of a valid 
application.

1. EFSA shall adopt its opinion within six 
months from the date of receipt of a valid 
application.

2. In assessing the safety of a traditional 
food from a third country, EFSA shall 
consider the following matters:

2. In assessing the safety of a traditional 
food from a third country, EFSA shall 
consider the following matters:

(a) whether the history of safe food use in a 
third country is substantiated by reliable 
data submitted by the applicant in 
accordance with Articles 13 and 15;

(a) whether the history of safe food use in a 
third country, as set out in the guidelines 
referred to in Article 4 of this Regulation,
is substantiated by reliable data submitted 
by the applicant in accordance with 
Articles 13 and 15;

(b) whether the composition of the food 
and the conditions of its use, do not pose a 
safety risk to human health in the Union.

(b) whether the composition of the food 
and the conditions of its use, do not pose a 
safety risk to human health in the Union 
and where applicable to the environment.

3. EFSA shall forward its opinion to the 
Commission, the Member States and the 
applicant.

3. EFSA shall forward its opinion to the 
Commission, the Member States and the 
applicant.

4. In duly justified cases, where EFSA 
requests additional information from the 
applicant, the period of six months
provided for in paragraph 1 may be 
extended.

4. In duly justified cases, where EFSA 
requests additional information from the 
applicant, the six-month period provided 
for in paragraph 1 may be extended.
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After consulting the applicant, EFSA shall 
specify a period within which that 
additional information may be provided 
and shall inform the Commission of the 
additional period needed.

After consulting the applicant, EFSA shall 
specify a period within which that 
additional information is to be provided 
and shall inform the Commission thereof.

Where the Commission does not object 
within eight working days of being 
informed by EFSA, the period of six 
months provided for in paragraph 1 shall 
be automatically extended by that 
additional period. The Commission shall 
inform the Member States of that 
extension.

Where the Commission does not object 
within eight working days of being 
informed by EFSA, the six-month period 
provided for in paragraph 1 shall be 
automatically extended by that additional 
period. The Commission shall inform the 
Member States of that extension.

5. Where the additional information 
referred to in paragraph 4 is not sent to 
EFSA within the additional period referred 
to in that paragraph, it shall finalise its 
opinion on the basis of the information 
already provided to it.

5. Where the additional information 
referred to in paragraph 4 is not provided
to EFSA within the additional period 
referred to in that paragraph, it shall 
finalise its opinion on the basis of the 
available information. The failure to 
provide the additional information may be 
a reason for EFSA to draw a negative 
opinion.

6. Where applicants submit additional 
information on their own initiative, they 
shall send it to the Commission and to 
EFSA.

6. Where applicants submit additional 
information on their own initiative, they 
shall send it to the Commission and to 
EFSA.

In such cases, EFSA shall give its opinion 
within the period of six months provided 
for in paragraph 1. 

In such cases, EFSA shall give its opinion 
within the six-month period provided for 
in paragraph 1. 

7. EFSA shall make the additional 
information available to the Commission 
and to the Member States.

7. EFSA shall make the additional 
information available to the Commission 
and to the Member States.

Or. en

Amendment 17
EPP-S&D-ECR--ALDE-GUE-EFDD
Compromise amendment replacing Amendments 81, 82, 83, 84, 85, 86, 87, 429, 430, 431, 
432, 433, 434, 435, 436, 437, 438, 439, 440, 441, 442, 443, AGRI 76, INTA 22

Proposal for a regulation
Article 22
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Text proposed by the Commission Amendment

Confidentiality of the application for 
updating of the Union list

Confidentiality of application for updates
of the Union list

1. Applicants may request confidential 
treatment of certain information submitted 
under this Regulation where disclosure of 
such information may significantly harm 
their competitive position. 

1. Applicants may request confidential 
treatment of certain information submitted 
under this Regulation where disclosure of 
such information may harm their 
competitive position. 

2. For the purposes of paragraph 1, 
applicants shall indicate which of the 
information provided they wish to be 
treated as confidential and provide all the 
necessary information to substantiate their 
request for confidentiality. Verifiable 
justification shall be given in such cases.

2. For the purposes of paragraph 1, 
applicants shall indicate which parts of the 
information provided they wish to be 
treated as confidential and provide all the 
necessary information to substantiate their 
request for confidentiality. Verifiable 
justification shall be given in such cases.

3. After being informed of the 
Commission’s position on the request,
applicants may withdraw their application 
within three weeks so as to preserve the 
confidentiality of the information 
provided.

3. After the Commission's position on the 
request has been communicated, 
confidentiality shall be observed for a 
period of three weeks in case the applicant 
decides to withdraw the application.

Confidentiality shall be preserved until 
that period expires.

4. After expiry of the time period referred 
to in paragraph 3, the Commission may
decide after consulting with the applicants
which information may remain confidential 
and, in the case a decision has been taken, 
shall notify the Member States and the 
applicants accordingly. 

4. After expiry of the time period referred 
to in paragraph 3, if the applicant has not 
withdrawn the application, the 
Commission shall decide, giving serious 
consideration to the applicant's request,
which parts of the information shall
remain confidential and, in case a decision 
has been taken, notify the Member States 
and the applicant accordingly.

However, confidentiality shall not apply to 
the following information:

However, confidentiality shall not apply to 
the following information:

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

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

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

(c) the proposed use of the novel food; (c) the proposed conditions of use of the 
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novel food;

(d) a summary of the studies submitted by 
the applicant;

(d) a summary of the studies submitted by 
the applicant;

(e) where applicable, the analysis 
method(s).

(e) the results of the studies carried out to 
demonstrate the safety of the food;

(ea) any prohibition or restriction imposed 
in respect of the food by a third country.

The Commission shall maintain a list of 
applications containing, for each 
application, the information referred to in 
points (a) to (ea) of the second 
subparagraph. The Commission shall 
make that list available upon request.

5. The Commission, the Member States 
and EFSA shall take the necessary 
measures to ensure appropriate 
confidentiality of the information received 
by them under this Regulation in 
accordance with paragraph 4, except for 
information which is required to be made 
public in order to protect human health.

5. The Commission, the Member States 
and EFSA shall take the necessary 
measures to ensure appropriate 
confidentiality of the information received 
by them under this Regulation in 
accordance with paragraph 4, except for 
information which is required to be made 
public in order to protect human health and 
the environment.

6. Where an applicant withdraws, or has 
withdrawn, its application, the 
Commission, the Member States and EFSA 
shall not disclose confidential information, 
including information the confidentiality
of which is the subject of disagreement 
between the Commission and the applicant.

6. Where an applicant withdraws, or has 
withdrawn, its application, the 
Commission, the Member States and EFSA 
shall not disclose confidential information, 
including the information of which 
confidentiality is the subject of 
disagreement between the Commission and 
the applicant.

7. The application of paragraphs 1 to 6 
shall not affect the circulation of 
information concerning the application 
between the Commission, the Member 
States and EFSA.

7. The application of paragraphs 1 to 6 
shall not affect the exchange of 
information concerning the application 
between the Commission, the Member 
States and EFSA.

8. The Commission may, by means of 
implementing acts, adopt detailed rules on 
the implementation of paragraphs 1 to 6.

8. The Commission may, by means of 
implementing acts, adopt detailed rules on 
the implementation of paragraphs 1 to 6.

Those implementing acts shall be adopted 
in accordance with the examination 

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

Or. en

Amendment 18
EPP-S&D-ECR--ALDE-EFDD
Compromise amendment replacing Amendments 90, 91, 451, 452, 454 (first part), 455, 456

Proposal for a regulation
Article 24

Text proposed by the Commission Amendment

Authorisation procedure in case of data 
protection

Authorisation procedure in case of data 
protection

1. On request by the applicant, supported 
by appropriate and verifiable information 
included in the application provided for in 
Article 9(1), newly developed scientific 
evidence or scientific data supporting the 
application may not be used for the benefit 
of a subsequent application during a period 
of five years from the date of the 
authorisation and the inclusion of the 
novel food in the Union list without the 
agreement of the prior applicant.

1. On request by the applicant, supported 
by appropriate and verifiable information 
included in the application provided for in 
Article 9(1), newly developed scientific 
evidence or scientific data supporting the 
application may not be used for the benefit 
of a subsequent application during a period 
of seven years from the date of the 
authorisation of the novel food without the 
agreement of the initial applicant.

2. That data protection shall be granted 
where the following conditions are met: 

2. That data protection shall be granted by 
the Commission where the following 
conditions are met:

(a) the newly developed scientific evidence 
or scientific data was designated as 
proprietary by the prior applicant at the 
time the first application was made;

(a) the newly developed scientific evidence 
or scientific data was designated as 
proprietary by the initial applicant at the 
time the first application was made;

(b) the prior applicant had exclusive right 
of reference to the proprietary scientific 
evidence or scientific data at the time the 
first application was made and

(b) the initial applicant can demonstrate 
ownership of the proprietary scientific 
evidence or scientific data, by means of 
verifiable proof at the time the first 
application was made and

(c) the novel food could not have been 
authorised without the submission of the 
proprietary scientific evidence or scientific 
data by the prior applicant.

(c) the novel food could not have been 
authorised without the submission of the 
proprietary scientific evidence or scientific 
data by the initial applicant.

However, the prior applicant may agree However, the prior applicant may agree 
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with a subsequent applicant that such 
scientific evidence and scientific data may 
be used.

with a subsequent applicant that such 
scientific evidence and scientific data may 
be used.

3. Paragraphs 1 and 2 shall not apply to 
notifications and applications concerning 
the placing on the market within the Union 
of traditional foods from third countries.

3. Paragraphs 1 and 2 shall not apply to 
notifications and applications concerning 
the placing on the market within the Union 
of traditional foods from third countries.

Or. en

Amendment 19
EPP-S&D-ECR--ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 461, 462, 463, 466, INTA 25, AGRI 80

Proposal for a regulation
Article 26 a (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 
Articles 4(3), 9(3), 11(1), 14(4) and 17(1) 
shall be conferred on the Commission for 
a period of seven 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 seven-year period. The delegation of 
power shall be tacitly extended for periods 
of an identical duration, unless the 
European Parliament or the Council 
oppose such extension no later than three 
months before the end of each period.

3. The delegation of power referred to in 
Articles 4(3), 9(3), 11(1), 14(4) and 17(1) 
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 
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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 
Articles 4(3), 9(3), 11(1), 14(4) and 
17(1)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 from the 
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.

Or. en

Amendment 20
EPP-S&D-ECR-ALDE-GUE-GREENS/ALE-EFDD
Compromise amendment replacing Amendments 467, AGRI 81, 468, AGRI 82, 469

Proposal for a regulation
Article 27

Text proposed by the Commission Amendment

2. Where reference is made to this 
paragraph, Article 4 of Regulation (EU) 
No 182/2011 shall apply.

Deleted 

Where the opinion of the committee is to 
be obtained by written procedure, that 
procedure shall be terminated without 
result when, within the time-limit for 
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delivery of the opinion, the chair of the 
committee so decides or a simple majority 
of committee members so request.

Or. en


