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AM_Com_LegReport
<RepeatBlock-Amend><Amend>Amendment

<NumAm>297</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 7 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	That implementing act shall be adopted in accordance with the advisory procedure referred to in Article 27(2).
	deleted


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
As the aim is to establish a list of novel foods already authorised under the current provisions, there is no need for an implementing act here. The formulation above was chosen in analogy to Article 30 of Regulation 1333/2008 on food additives.

</Amend>
<Amend>Amendment

<NumAm>298</NumAm>
<RepeatBlock-By><Members>Mireille D'Ornano, Sylvie Goddyn, Jean-François Jalkh</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 7 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	That implementing act shall be adopted in accordance with the advisory procedure referred to in Article 27(2).
	That delegated act shall be adopted in accordance with the procedure referred to in Article 27(2).


Or. <Original>{FR}fr</Original>
</Amend>
<Amend>Amendment

<NumAm>299</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 7 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	That implementing act shall be adopted in accordance with the advisory procedure referred to in Article 27(2).
	The delegated acts shall be adopted in accordance with the procedure referred to in Article 27(1a).


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>300</NumAm>
<RepeatBlock-By><Members>Pavel Poc</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 7 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	That implementing act shall be adopted in accordance with the advisory procedure referred to in Article 27(2).
	That delegated act shall be adopted in accordance with Article 26 a.


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
Amended for consistency reasons.

</Amend>
<Amend>Amendment

<NumAm>301</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	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 public list in accordance with the rules laid down in:


Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>302</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 2 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	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 public list provided for in paragraph 1 shall consist of one of the following:


Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>303</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 2 – point a</Article>
	

	Text proposed by the Commission
	Amendment

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




Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>304</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 2 – point b</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>305</NumAm>
<RepeatBlock-By><Members>Annie Schreijer-Pierik</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 2 – point c</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
Labelling should here be left out of scope directive, amended back to Commission proposal

</Amend>
<Amend>Amendment

<NumAm>306</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 2 – point c</Article>
	

	Text proposed by the Commission
	Amendment

	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 conditions, specifications or restrictions associated with the inclusion of a novel food on the Union public list.

	
	(This amendment applies to the text as a whole. If it is adopted, corresponding changes will need to be made throughout.)


Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>307</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 3 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>308</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 3 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>309</NumAm>
<RepeatBlock-By><Members>Lynn Boylan, Stefan Eck</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 3 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>310</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 3 – point a a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(aa) the date of entry of the novel food in the Union list


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>311</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 3 – point a b (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(ab) the name and address of the applicant;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>312</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 3 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	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;
	deleted


Or. <Original>{IT}it</Original>
<TitreJust>Justification</TitreJust>
Novel food may be authorised only if they do not entail any additional risks for consumers.

</Amend>
<Amend>Amendment

<NumAm>313</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 3 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	(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;
	(b) where relevant, 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;


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
Linked to the previous amendments.

</Amend>
<Amend>Amendment

<NumAm>314</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 3 – point c</Article>
	

	Text proposed by the Commission
	Amendment

	(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;
	(c) where relevant, 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;


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
Linked to the previous amendments.

</Amend>
<Amend>Amendment

<NumAm>315</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 1 – subparagraph 1</Article>
	

	Text proposed by the Commission
	Amendment

	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 an application to the Commission by an applicant.
	The Commission shall be empowered to adopt delegated acts, in accordance with Article 27 (1a), concerning the authorisation of the placing on the market within the Union of a novel food and the updating of the Union list which shall be annexed to this Regulation.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>316</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 1 – subparagraph 1</Article>
	

	Text proposed by the Commission
	Amendment

	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 an application to the Commission by an applicant.
	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 an application to the Commission by an applicant. The Commission shall forward the application to Member States and make it available to the public on its website.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>317</NumAm>
<RepeatBlock-By><Members>Marit Paulsen, Catherine Bearder, Ulrike Müller</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 1 – subparagraph 1</Article>
	

	Text proposed by the Commission
	Amendment

	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 an application to the Commission by an applicant.
	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 an application to the Commission by an applicant. The Commission shall make the application available to the Member States without delay.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>318</NumAm>
<RepeatBlock-By><Members>Marit Paulsen, Ulrike Müller, Catherine Bearder</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 1 – subparagraph 2 – point a</Article>
	

	Text proposed by the Commission
	Amendment

	(a) the name and description of the novel food;
	(a) the name and description of the novel food and an explanation of the intended use;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>319</NumAm>
<RepeatBlock-By><Members>Marit Paulsen, Ulrike Müller, Catherine Bearder</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 1 – subparagraph 2 – point a a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(aa) the name and address of the applicant;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>320</NumAm>
<RepeatBlock-By><Members>Marit Paulsen, Ulrike Müller, Catherine Bearder</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 1 – subparagraph 2 – point a b (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(ab) the description of the methods used to produce the novel food;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>321</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 1 – subparagraph 2 – point b</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>322</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 1 – subparagraph 2 – point c</Article>
	

	Text proposed by the Commission
	Amendment

	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 or the environment;


Or. <Original>{IT}it</Original>
<TitreJust>Justification</TitreJust>
Even if a food is safe to eat, the way in which it is produced could be damaging to the environment.

</Amend>
<Amend>Amendment

<NumAm>323</NumAm>
<RepeatBlock-By><Members>Marit Paulsen, Fredrick Federley, Ulrike Müller, Catherine Bearder</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 1 – subparagraph 2 – point c</Article>
	

	Text proposed by the Commission
	Amendment

	(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;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>324</NumAm>
<RepeatBlock-By><Members>Sylvie Goddyn, Mireille D'Ornano, Jean-François Jalkh</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 1 – subparagraph 2 – points d a to d i (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(da) the adverse effects and health incidents already identified by the health authorities concerning this novel food, specifying the date, the number and type of people affected and their symptoms;

	
	(db) the allergenic potential, with particular regard to the molecular structure of the novel food;

	
	(dc) the target population of the novel food, specifying, in particular, whether it might be consumed by children;


	
	(dd) contraindications and restrictions, with reasons;

	
	(de) the current state of the category into which the novel food falls, specifying in particular the products used until now and their faults and advantages for the sector and for consumers;

	
	(df) the advantages of the novel food, particularly for consumers;

	
	(dg) where the novel food is an ingredient, the preparations in which it may be incorporated and its interactions with the other ingredients of these preparations;

	
	(dh) the possibility of obtaining this novel food through an ‘organic’ process;

	
	(di) unfavourable scientific data concerning the novel food, where such data exists.


Or. <Original>{FR}fr</Original>
</Amend>
<Amend>Amendment

<NumAm>325</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	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 forward the valid application to EFSA and request EFSA to render its opinion.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>326</NumAm>
<RepeatBlock-By><Members>Elisabetta Gardini, Giovanni La Via</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2. The Commission may request EFSA to render its opinion if the update is liable to have an effect on human health.
	2. Within one month of receiving an application, the Commission shall request that EFSA renders its opinion if the update to the Union list is liable to pose a safety risk to human health and the environment.


Or. <Original>{IT}it</Original>
<TitreJust>Justification</TitreJust>
Efsa èresponsabile della valutazione ambientale e della valutazione del rischioambientale (VRA) esaminando le ripercussioni sull’ambiente dovute, ad esempio,all’introduzione di piante geneticamente modificate, all’uso di determinatesostanze negli alimenti, nei mangimi e nei prodotti fitosanitari ovveroall’introduzione e alla diffusione di organismi nocivi ai vegetali. Lanormativa europea prevede che l’EFSA svolga una VRA in ambiti specifici, qualiorganismi geneticamente modificati (OGM) e pesticidi. Recentemente Efsa si èoccupata anche di IAS (Invasive Alien Species) come la Apple Snail, che possonocreare problemi spesso irreversibili agli ecosistemi di destinazione. I novelfood – soprattutto quando da paesi terzi, possono recare materiale biologico ingrado di propagarsi. Sembra pertanto opportuno valutare la possibilità di Efsadi intervenire anche su aspetti eventuali di valutazione del rischioambientale.

</Amend>
<Amend>Amendment

<NumAm>327</NumAm>
<RepeatBlock-By><Members>Renate Sommer</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	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 EFSA to render its opinion if the update is liable to have an effect on human health.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>328</NumAm>
<RepeatBlock-By><Members>Pavel Poc</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	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 EFSA to render its opinion if the update is liable to have an effect on human health.


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
EFSA has to be consulted and the Commission shall always request EFSA to render its opinion.

</Amend>
<Amend>Amendment

<NumAm>329</NumAm>
<RepeatBlock-By><Members>Marit Paulsen, Ulrike Müller, Catherine Bearder</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	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 EFSA to render its opinion if the update is liable to have an effect on human health.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>330</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	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 EFSA's opinion if the update is liable to have an effect on human health.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>331</NumAm>
<RepeatBlock-By><Members>Elisabetta Gardini, Giovanni La Via</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 2 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	2a. The Commission shall acknowledge receipt of the application to the applicant within 15 days of receiving the application. Within one month after reception of the application, the Commission shall verify the validity of the application. Where the application has not been considered as valid, the Commission shall inform the applicant thereof, specifying the reasons and stop the procedure.


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
There is no time limit foreseen for the Commission to establish the validity of an application and decide to ask for an opinion of EFSA. This amendment is to introduce such time limit.

</Amend>
<Amend>Amendment

<NumAm>332</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 2 b (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	2b. When test methods are applied to nanomaterials as referred to in Article 2 (2) (ii), an explanation shall be provided of their scientific appropriateness for nanomaterials and, where applicable, of the technical adaptations or adjustments that have been made in order to respond to the specific characteristics of these materials.


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
This wording has already been agreed upon within Regulation 528/2012 concerning the making available on the market and use of biocidal products (see Annex II point 5).

</Amend>
<Amend>Amendment

<NumAm>333</NumAm>
<RepeatBlock-By><Members>Renate Sommer</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	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 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 a delegated act in accordance with Article 11.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>334</NumAm>
<RepeatBlock-By><Members>Mireille D'Ornano, Sylvie Goddyn, Jean-François Jalkh</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	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 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 a delegated act in accordance with Article 11.


Or. <Original>{FR}fr</Original>
</Amend>
<Amend>Amendment

<NumAm>335</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	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 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 delegated acts in accordance with Article 11.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>336</NumAm>
<RepeatBlock-By><Members>Pavel Poc</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	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 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 delegated act in accordance with Article 11 and 26 a.


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
The Commission should be empowered to adopt delegated acts in accordance with Article 290 TFEU in order to update the Union list.

</Amend>
<Amend>Amendment

<NumAm>337</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	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) concerning the authorisation of the placing on the market within the Union of novel foods and the updating of the list laid down in the Annex.


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
Since those measures are of general application and are designed to supplement or amend certain non-essential elements of this Regulation, the Commission should be empowered to adopt delegated acts in accordance with Article 290 TFEU in order to update the list.

</Amend>
<Amend>Amendment

<NumAm>338</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 – paragraph 4 – subparagraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	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.
	It shall take account of any views expressed by Member States, any EFSA opinion and any other legitimate factors relevant to the update under consideration.


Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>339</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – subparagraph 1</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>340</NumAm>
<RepeatBlock-By><Members>Elisabetta Gardini, Giovanni La Via</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – subparagraph 1</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
The time limit proposed does not permit to obtain the objective of reaching a decision within a reasonable time period (18 months). This amendment introduces a more appropriate time limit for EFSA to deliver its opinion, while maintaining the possibility for EFSA to extend that period in case of necessity. As a comparison the scientific assessment of a medicinal product under the centralized procedure is seven months.

</Amend>
<Amend>Amendment

<NumAm>341</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – subparagraph 2 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	 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:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>342</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – subparagraph 2 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	 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:


Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>343</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – subparagraph 2 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	 In assessing the safety of novel foods, EFSA shall, where appropriate, consider the following:
	In assessing the safety of novel foods, EFSA shall, where appropriate and in accordance with the precautionary principle, consider the following:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>344</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – subparagraph 2 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	(b) whether the composition of the novel 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 novel food and the conditions of its use do not pose a safety risk to human health in the Union, taking account of vulnerable consumers or particular groups of consumers.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>345</NumAm>
<RepeatBlock-By><Members>Marit Paulsen, Fredrick Federley, Ulrike Müller, Catherine Bearder</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – subparagraph 2 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	(b) whether the composition of the novel 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 novel 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 .


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>346</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – subparagraph 2 – point b a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(ba) whether the composition of the novel food and the conditions of its use do not pose a risk to animal health and welfare and/or the environment;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>347</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – subparagraph 2 – point b b (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(bb) whether the novel food concerned does not have properties resulting in nutritional disadvantages to the consumers compared to another food it is meant to replace;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>348</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – subparagraph 2 – point b c (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(bc) whether cumulative and synergistic effects could arise, and whether particular groups of the population could be adversely affected.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>349</NumAm>
<RepeatBlock-By><Members>Sylvie Goddyn, Mireille D'Ornano, Jean-François Jalkh</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – subparagraph 2 – point b d (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(bd) 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.


Or. <Original>{FR}fr</Original>
</Amend>
<Amend>Amendment

<NumAm>350</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 4</Article>
	

	Text proposed by the Commission
	Amendment

	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 suspend the evaluation procedure.


Or. <Original>{IT}it</Original>
<TitreJust>Justification</TitreJust>
If the EFSA is seeking additional information, it is obviously unable to deliver an opinion on the basis of the information it already has. It is difficult to see how a proper evaluation can be made if the additional information is not provided, and if applicants know that the opinion will be delivered regardless of whether or not they provide the additional information, they will have little incentive to supply it.

</Amend>
<Amend>Amendment

<NumAm>351</NumAm>
<RepeatBlock-By><Members>Lynn Boylan, Stefan Eck</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 4</Article>
	

	Text proposed by the Commission
	Amendment

	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 sent to EFSA within the additional period referred to in that paragraph, the procedure shall be suspended and a justification on the reasoning of this suspension shall be communicated by EFSA to the applicant, the Commission and the Member States.


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
EFSA may ask for additional information only on duly justified cases and within a deadline settled after having consulted the applicant. Therefore, finalising EFSA's opinion without the necessary additional information and after an extended deadline may only result in an opinion with incomplete scientific data and a longer waiting time.

</Amend>
<Amend>Amendment

<NumAm>352</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 5 – subparagraph 1</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>353</NumAm>
<RepeatBlock-By><Members>Renate Sommer</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – subparagraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	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:
	Within three months from the date of publication of EFSA's opinion, the Commission shall submit a draft delegated act updating the Union list taking account of:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>354</NumAm>
<RepeatBlock-By><Members>Pavel Poc</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – subparagraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	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:
	Within six months from the date of publication of EFSA's opinion, the Commission shall submit a draft delegated act updating the Union list taking account of:


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
The Commission should be empowered to adopt delegated acts in accordance with Article 290 TFEU in order to update the Union list.

</Amend>
<Amend>Amendment

<NumAm>355</NumAm>
<RepeatBlock-By><Members>Elisabetta Gardini, Giovanni La Via</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – subparagraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	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:
	Within six 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:


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
The time limit proposed does not permit to obtain the objective of reaching a decision within a reasonable time period (18 months). This amendment introduces a more appropriate time limit for the Commission to deliver its opinion, while maintaining the possibility for the Commission to extend that period in case of necessity. As a comparison: for the centralized authorisation of medicinal products this period is 15 days.

</Amend>
<Amend>Amendment

<NumAm>356</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – subparagraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	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:
	Within nine months from the date of publication of EFSA's opinion, the Commission shall be empowered to present a draft  delegated act in accordance with Article 26(a) updating the Union list taking account of:


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
Since those measures are of general application and are designed to supplement or amend certain non-essential elements of this Regulation, the Commission should be empowered to adopt delegated acts in accordance with Article 290 TFEU in order to update the list.

</Amend>
<Amend>Amendment

<NumAm>357</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – subparagraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>358</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – subparagraph 1 – point c</Article>
	

	Text proposed by the Commission
	Amendment

	(c) the EFSA's opinion;
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>359</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – subparagraph 2</Article>
	

	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


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>360</NumAm>
<RepeatBlock-By><Members>Renate Sommer</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – subparagraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	That implementing act shall be adopted in accordance with the examination procedure referred to in Article 27(3).
	That delegated act shall be adopted in accordance with the examination procedure referred to in Article 26 a.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>361</NumAm>
<RepeatBlock-By><Members>Mireille D'Ornano, Sylvie Goddyn, Jean-François Jalkh</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – subparagraph 2</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{FR}fr</Original>
</Amend>
<Amend>Amendment

<NumAm>362</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – subparagraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	That implementing act shall be adopted in accordance with the examination procedure referred to in Article 27(3).
	That delegated act shall be adopted in accordance with the procedure referred to in Article 27(1a).


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>363</NumAm>
<RepeatBlock-By><Members>Pavel Poc</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – subparagraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	That implementing act shall be adopted in accordance with the examination procedure referred to in Article 27(3).
	That delegated act shall be adopted in accordance with Article 26 a.


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
Amended for consistency reasons.

</Amend>
<Amend>Amendment

<NumAm>364</NumAm>
<RepeatBlock-By><Members>Mireille D'Ornano, Sylvie Goddyn, Jean-François Jalkh</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	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 accordance with Article 9(1).
	deleted


Or. <Original>{FR}fr</Original>
</Amend>
<Amend>Amendment

<NumAm>365</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	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 accordance with Article 9(1).
	deleted


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
EFSA shall always be consulted.

</Amend>
<Amend>Amendment

<NumAm>366</NumAm>
<RepeatBlock-By><Members>Pavel Poc</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	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 accordance with Article 9(1).
	deleted


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
Amended for consistency reasons.

</Amend>
<Amend>Amendment

<NumAm>367</NumAm>
<RepeatBlock-By><Members>Renate Sommer</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>368</NumAm>
<RepeatBlock-By><Members>Elisabetta Gardini, Giovanni La Via</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	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 accordance with Article 9(1).
	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 accordance with Article 9(1).


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
This amendment aims to provide for more time for the Commission to submit a proposal in cases where EFSA is not consulted.

</Amend>
<Amend>Amendment

<NumAm>369</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 12 – title</Article>
	

	Text proposed by the Commission
	Amendment

	Implementing power concerning administrative and scientific requirements for applications
	Delegated power concerning administrative and scientific requirements for applications


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>370</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 12 – paragraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	 By …24 at the latest, the Commission shall adopt implementing acts concerning:
	By …24 at the latest, the Commission shall adopt delegated acts concerning:

	__________________
	__________________

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


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>371</NumAm>
<RepeatBlock-By><Members>Biljana Borzan</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 12 – paragraph 1 – point a</Article>
	

	Text proposed by the Commission
	Amendment

	(a) the contents, drafting and presentation of the application referred to in Article 9(1);
	(a) the contents, drafting and presentation of the application referred to in Article 9(1), including a precise and exhaustive list of documents required for an application to be valid;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>372</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 12 – paragraph 1 – point a</Article>
	

	Text proposed by the Commission
	Amendment

	(a) the contents, drafting and presentation of the application referred to in Article 9(1);
	(a) the drafting and presentation of the application referred to in Article 9(1);


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>373</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
<Members>Lynn Boylan</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 12 – paragraph 1 – point c</Article>
	

	Text proposed by the Commission
	Amendment

	(c) the type of information required to be included in the opinion of EFSA referred to in Article 10.
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>374</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 12 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	Those implementing acts shall be adopted in accordance with the examination procedure referred to in Article 27(3).
	Those delegated acts shall be adopted in accordance with the procedure referred to in Article 27(1a).


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>375</NumAm>
<RepeatBlock-By><Members>Marit Paulsen, Ulrike Müller, Catherine Bearder</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 2 – point a</Article>
	

	Text proposed by the Commission
	Amendment

	(a) the name and a description of the traditional food;
	(a) the name and a description of the traditional food and an explanation of the intended use;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>376</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 2 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	b) its composition;
	b) its detailed chemical composition;


Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>377</NumAm>
<RepeatBlock-By><Members>Marit Paulsen, Ulrike Müller, Catherine Bearder</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 2 – point b a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(ba) the name and address of the applicant;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>378</NumAm>
<RepeatBlock-By><Members>Marit Paulsen, Ulrike Müller, Catherine Bearder</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 2 – point c</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>379</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 2 – point d</Article>
	

	Text proposed by the Commission
	Amendment

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


Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>380</NumAm>
<RepeatBlock-By><Members>Pavel Poc</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 2 – point d</Article>
	

	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 EFSA guidelines;


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
Apart from updating existing scientific guidelines, the EFSA should develop technical guidance and tools to assist food business operators in third countries for submitting an application or a notification.

</Amend>
<Amend>Amendment

<NumAm>381</NumAm>
<RepeatBlock-By><Members>Mireille D'Ornano, Sylvie Goddyn, Jean-François Jalkh</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 2 – point e</Article>
	

	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.


Or. <Original>{FR}fr</Original>
</Amend>
<Amend>Amendment

<NumAm>382</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 2 – point e</Article>
	

	Text proposed by the Commission
	Amendment

	(e) where applicable, the conditions of use and specific labelling requirements, which do not mislead the consumer.
	(e) where applicable, the conditions of use and specific labelling requirements, including legitimate factors such as ethical concerns, which do not mislead the consumer.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>383</NumAm>
<RepeatBlock-By><Members>Lynn Boylan, Stefan Eck</Members>
<AuNomDe>{GUE/NGL}on behalf of the GUE/NGL Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 2 – point e</Article>
	

	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 and, where applicable, the maximum recommended intake and any possible adverse effects for specific groups


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>384</NumAm>
<RepeatBlock-By><Members>Sylvie Goddyn, Mireille D'Ornano, Jean-François Jalkh</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 2 – points e a and e b (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(ea) the adverse effects and health incidents already identified by the health authorities concerning this traditional food, specifying the date, the number and type of people affected and the symptoms;

	
	(eb) the allergenic potential, with particular regard to the molecular structure of the traditional food and existing data;



Or. <Original>{FR}fr</Original>
</Amend>
<Amend>Amendment

<NumAm>385</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 14 – paragraph 1</Article>
	

	Text proposed by the Commission
	Amendment

	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 without delay to the Member States and to EFSA and shall make it available to the public on its website.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>386</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 14 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	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 health safety and environmental and social impact objections, based on scientific data, to the placing on the market within the Union of the traditional food concerned.


Or. <Original>{IT}it</Original>
</Amend>
<Amend>Amendment

<NumAm>387</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 14 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	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 and/or EFSA may submit to the Commission reasoned objections regarding its compliance with Article 6, based on scientific evidence, to the placing on the market within the Union of the traditional food concerned.


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
Article 6 gives the General conditions for inclusion of novel foods in the Union list, and 'safety' is only one part of it. However, objections should also be permitted if related to other general requirements.

</Amend>
<Amend>Amendment

<NumAm>388</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 14 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	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 Member States, EFSA and the applicant of the outcome of the procedure referred to in paragraph 2. Even if no reasoned safety objections are presented, traditional foods from third countries shall automatically go through a full risk assessment by EFSA at the beginning of the procedure.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>389</NumAm>
<RepeatBlock-By><Members>Mireille D'Ornano, Sylvie Goddyn, Jean-François Jalkh</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 14 – paragraph 4</Article>
	

	Text proposed by the Commission
	Amendment

	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 all Member States and the EFSA have approved the application submitted with the notification, within the time-limit laid down in paragraph 2, the Commission shall authorise the placing on the market within the Union of the traditional food concerned and update the Union list within one month.


Or. <Original>{FR}fr</Original>
</Amend><Amend>Amendment

<NumAm>390</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 14 – paragraph 4</Article>
	

	Text proposed by the Commission
	Amendment

	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 shall authorise the placing on the market within the Union of the traditional food concerned and update without delay the Union list. Where applicable, certain conditions for use, specific labelling requirements, or post-market monitoring requirements shall be specified.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>391</NumAm>
<RepeatBlock-By><Members>Nicola Caputo</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 14 – paragraph 4</Article>
	

	Text proposed by the Commission
	Amendment

	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 safety objections are made in accordance with paragraph 2 within the time-limit laid down in that paragraph, the Commission shall authorise, after a convincing full risk assessment by EFSA, the placing on the market within the Union of the traditional food concerned and update without delay the Union list.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>392</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 14 – paragraph 4 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	4a. The entry in the Union list shall specify that it concerns a traditional food from a third country.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment

<NumAm>393</NumAm>
<RepeatBlock-By><Members>Eleonora Evi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 14 – paragraph 5 – subparagraph 1</Article>
	

	Text proposed by the Commission
	Amendment

	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 food concerned nor update the Union list.
	Where reasoned safety or environmental and social impact objections, based on scientific data, are submitted to the Commission in accordance with paragraph 2, the Commission shall not authorise the placing on the market of the traditional food concerned nor update the Union list.


Or. <Original>{IT}it</Original>
</Amend><Amend>Amendment

<NumAm>394</NumAm>
<RepeatBlock-By><Members>Bart Staes</Members>
<AuNomDe>{Verts/ALE}on behalf of the Verts/ALE Group</AuNomDe>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 14 – paragraph 5 – subparagraph 1</Article>
	

	Text proposed by the Commission
	Amendment

	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 food concerned nor update the Union list.
	Where reasoned 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 food concerned nor update the Union list.


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
Related on amendment on Article 14 (2). Article 6 gives the General conditions for inclusion of novel foods in the Union list, and 'safety' is only one part of it. However, objections should also be permitted if related to other general requirements.

</Amend></RepeatBlock-Amend>
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