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SHORT JUSTIFICATION
EC Regulation 178/2002, more commonly referred to as the General Food Law (GFL), lays down the general principles and requirements of food law, establishes the European Food Safety Authority (EFSA) and lays down procedures in relation to food safety. With this Regulation, the risk analysis principle becomes a general principle in EU food law. It creates an EU food safety system in which responsibility for risk assessment and for risk management are kept separate.
Adopted in 2002, the GFL was a political response to a succession of food related crises, notably the Bovine Spongiform Encephalopathy (BSE) crisis, foot and mouth disease and the dioxin crisis, that seriously undermined public confidence in the Union’s food safety regulatory framework.
Even if this legislation has undoubtedly increased the level of protection against potential food risks, as underlined by the Fitness Check of the GFL, it remains practically unchanged for more than 15 years despite several requests to improve it. 
The European Citizens' Initiative (ECI) on "Ban glyphosate and protect people and the environment from toxic pesticides" was the main source of the new proposal, more so than the REFIT. Officially submitted to the Commission on 6 October 2017, one of the most important request of this ECI was to modify the approval procedure to improve the transparency and independence of the scientific studies used to support authorisation dossiers.
As the Commission fully agrees that transparency in scientific assessments and decision-making is vital to ensuring trust in the regulatory system, a legislative proposal was presented on the 11 of April, with the following objectives:
	to tighten and clarify the rules on transparency, especially with regard to the scientific studies used as the basis for risk assessment carried out by EFSA; 
	to increase the guarantees of reliability, objectivity and independence of studies EFSA uses in its risk assessment, in particular in the context  of authorisation applications;
	to improve the involvement of Member States in EFSA; 
	to strengthen the ability of EFSA to maintain a high level of scientific expertise in the different areas of its work, especially its capacity to attract excellent scientists to be members of its Scientific Panels; bearing the related financial and budgetary aspects in mind, and,
	to develop a comprehensive and effective risk communication strategy, involving the Commission, Member States and EFSA throughout the risk analysis process, combined with open dialogue amongst all interested parties.
The rapporteur welcomes the Commission’s initiative as it is a first positive step in reducing the gap between civil society and the EU food regulatory system. 
Nevertheless, the rapporteur regrets that the Commission did not present such a reform earlier in the legislature. Due to this late proposal, the Commission was unable to respect its own rules for better regulation: 
- the 4 week consultation period on the road map included the holiday period;
- the report on the REFIT was published only a few days before the end of the consultation on the roadmap; 
- the consultation period foreseen on the legislative proposal was shortened to only 8 weeks (instead of the normal 12 weeks); 
- no impact assessment has been foreseen. 
The rapporteur regrets that this short timing not only limited the exchange with society and an in-depth reflection by the stakeholders but also jeopardized the possibility to complete the legislative process on the revision of the GFL before the European elections.
Finally, the rapporteur insists on the fact that this proposal should be consider only as a first step. The REFIT highlighted many other issues than just transparency concerns, like:
- insufficient progress on nutrition-related issues;
- inconsistent approaches to managing food safety crises by Member States;
- persisting regulatory gaps in certain areas of the EU;
- differences in the way Member States interpret, implement and enforce the food law requirement.
Other questions, like the one related to the safety studies which should not have been commissioned by the applicants but by public authorities or how to guarantee enough funding to EFSA in order to be able to finance independent research, should be tackled in a future  ambitious reform of the General Food Law Regulation.
AMENDMENTS
[bookmark: IntroA][bookmark: _GoBack]The Committee on Agriculture and Rural Development calls on the Committee on the Environment, Public Health and Food Safety, as the committee responsible, to take into account the following amendments:

<RepeatBlock-Amend><Amend>Amendment		<NumAm>1</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 3</Article>
	

	Text proposed by the Commission
	Amendment

	(3)	The evaluation of Regulation (EC) No 178/200221 , (“Fitness Check of the General Food Law”), found that risk communication is overall, not considered to be effective enough, which has an impact on consumers’ confidence on the outcome of the risk analysis process.
	(3)	The evaluation of Regulation (EC) No 178/200221 , (“Fitness Check of the General Food Law”), found that risk communication is overall, not considered to be effective enough, which can have an impact on the outcome of the risk analysis process.

	__________________
	__________________

	21 Commission Staff Working Document, “The REFIT evaluation of the General Food Law (Regulation (EC) No 178/2002)”, SWD(2018)38 final, dated 15.1.2018.
	21 Commission Staff Working Document, “The REFIT evaluation of the General Food Law (Regulation (EC) No 178/2002)”, SWD(2018)38 final, dated 15.1.2018.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>2</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 4</Article>
	

	Text proposed by the Commission
	Amendment

	(4)	It is therefore necessary to ensure a comprehensive and continuous risk communication process throughout risk analysis, involving Union and national risk assessors and risk managers. That process should be combined with an open dialogue between all interested parties to ensure the coherence and consistency within the risk analysis process.
	(4)	It is therefore necessary to ensure a comprehensive and continuous risk communication process throughout risk analysis, involving Union and national risk assessors and risk managers. That process should be combined with an open dialogue between all interested parties to ensure the prevalence of public interest, and accuracy and consistency within the risk analysis process.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>3</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 5</Article>
	

	Text proposed by the Commission
	Amendment

	(5)	Particular emphasis should be placed on explaining in a coherent, appropriate and timely manner not only risk assessment findings themselves but also how these are utilized to help inform risk management decisions along with other legitimate factors, where relevant.
	(5)	Particular emphasis should be placed on explaining in an accurate, clear and timely manner not only risk assessment findings themselves but also how these are utilized to help inform risk management decisions along with other legitimate factors, where relevant.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>4</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 18</Article>
	

	Text proposed by the Commission
	Amendment

	(18)	The Authority should have knowledge of the subject matter of all studies performed by an applicant with a view to a future application for an authorisation under Union food law. To this end, it is necessary and appropriate that business operators commissioning the studies and laboratories carrying them out notify those studies to the Authority when commissioned. Information about the notified studies should be made public only once a corresponding application for authorisation has been made public in accordance with the applicable rules on transparency.
	(18)	The Authority should have knowledge of the subject matter of all studies performed by an applicant with a view to a future application for an authorisation under Union food law. To this end, it is necessary and appropriate that business operators commissioning the studies and laboratories carrying them out notify those studies to the Authority when commissioned. Information about the notified studies should be made public only once a corresponding application for authorisation or renewal has been made public in accordance with the applicable rules on transparency.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>5</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 22</Article>
	

	Text proposed by the Commission
	Amendment

	(22)	Food safety is a sensitive matter of prime interest for all Union citizens. While maintaining the principle that the burden is on the industry to prove compliance with Union requirements, it is important to establish an additional verification tool to address specific cases of high societal importance where there is a controversy on safety issues, namely the commissioning of additional studies with the objective of verifying evidence used in the context of risk assessment. Considering that it would be financed by the Union budget and that the use of this exceptional verification tool should remain proportionate, the Commission should be responsible for triggering the commissioning of such verification studies. Account should be taken of the fact that in some specific cases the studies commissioned may need to have a wider scope than the evidence at stake (for example new scientific developments becoming available).
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>6</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 24</Article>
	

	Text proposed by the Commission
	Amendment

	(24)	The European Citizens’ Initiative “Ban glyphosate and protect people and the environment from toxic pesticides” further confirmed concerns regarding transparency with respect to studies commissioned by the industry and submitted in authorisation application23 .
	(24)	As a Party to the Aarhus Convention, the Union has recognised that, in the field of environment, improved access to information and public participation in decision-making enhance the quality and the implementation of decisions, contribute to the public awareness of environmental issues, give the public the opportunity to express its concerns and enable public authorities to take due account of such concerns. The European Citizens’ Initiative “Ban glyphosate and protect people and the environment from toxic pesticides” further confirmed concerns regarding transparency with respect to studies commissioned by the industry and submitted in authorisation application23 .

	__________________
	__________________

	23 Communication from the Commission on the ECI “Ban glyphosate and protect people and the environment from toxic pesticides”, C(2017) 8414 final.
	23 Communication from the Commission on the ECI “Ban glyphosate and protect people and the environment from toxic pesticides”, C(2017) 8414 final.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>7</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 30</Article>
	

	Text proposed by the Commission
	Amendment

	(30)	It is also necessary to set out specific requirements with respect to the protection of personal data for the purposes of the transparency of the risk assessment process taking into account Regulation (EC) No 45/2001 of the European Parliament and of the Council24 and Regulation (EU) 2016/679 of the European Parliament and of the Council25 . Accordingly, no personal data should be made publicly available under this Regulation, unless it is necessary and proportionate for the purposes of ensuring the transparency, independence and the reliability of the risk assessment process, while preventing conflicts of interests.
	(30)	It is also necessary to refer, with respect to the protection of personal data for the purposes of the transparency of the risk assessment process to Regulation (EC) No 45/2001 of the European Parliament and of the Council24 and Regulation (EU) 2016/679 of the European Parliament and of the Council25 . Accordingly, no personal data should be made publicly available under this Regulation, unless it is necessary and proportionate for the purposes of ensuring the transparency, independence and the reliability of the risk assessment process, while preventing conflicts of interests. It is necessary and proportionate for the purpose of ensuring the transparency, independence and reliability of the risk assessment process, in particular to avoid conflicts of interest, to publish the names of any individual designated by the Authority to contribute to the Authority's decision making process, including in the context of the adoption of guidance documents.

	__________________
	__________________

	24 Regulation (EC) No 45/2001 of the European Parliament and of the Council of 18 December 2000 on the protection of individuals with regard to the processing of personal data by the Community institutions and bodies and on the free movement of such data (OJ L 8, 12.1.2001, p. 1).
	24 Regulation (EC) No 45/2001 of the European Parliament and of the Council of 18 December 2000 on the protection of individuals with regard to the processing of personal data by the Community institutions and bodies and on the free movement of such data (OJ L 8, 12.1.2001, p. 1).

	25 Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data, and repealing Directive 95/46/EC (General Data Protection Regulation) (OJ L 119, 4.5.2016, p. 1).
	25 Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data, and repealing Directive 95/46/EC (General Data Protection Regulation) (OJ L 119, 4.5.2016, p. 1).


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>8</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 36</Article>
	

	Text proposed by the Commission
	Amendment

	(36)	To ensure that sectoral specificities with respect to confidential information are taken into account, it is necessary to weigh up the relevant rights of the public to transparency in the risk assessment process, including those flowing from the Aarhus Convention35 , against the rights of commercial applicants, taking into account the specific objectives of sectoral Union legislation as well as experienced gained. Accordingly, it is necessary to amend Directive 2001/18/EC, Regulation (EC) No 1829/2003, Regulation (EC) No 1831/2003, Regulation (EC) No 1935/2004 and Regulation (EC) No 1107/2009 to provide for additional confidential items to those set out in Regulation (EC) No 178/2002.
	deleted

	__________________
	

	35 Regulation (EC) No 1367/2006 of the European Parliament and of the Council of 6 September 2006 on the application of the provisions of the Aarhus Convention on Access to Information, Public Participation in Decision-making and Access to Justice in Environmental Matters to Community institutions and bodies (OJ L 264, 25.9.2006, p.13).
	


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>9</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 1</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 8 a – paragraph 1 – point b</Article2>
	

	Text proposed by the Commission
	Amendment

	(b)	promote consistency and transparency in formulating risk management recommendations;
	(b)	promote transparency and clarity in formulating risk management recommendations;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>10</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 1</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 8 a – paragraph 1 – point c</Article2>
	

	Text proposed by the Commission
	Amendment

	(c)	provide a sound basis for understanding risk management decisions;
	(c)	provide a scientific basis for understanding risk management decisions;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>11</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 1</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 8 a – paragraph 1 – point d</Article2>
	

	Text proposed by the Commission
	Amendment

	(d)	foster public understanding of the risk analysis process so as to enhance confidence in its outcome;
	(d)	foster public understanding of the risk analysis process so as to enhance accountability in its outcome;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>12</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 1</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 8 b – paragraph 1 – point e</Article2>
	

	Text proposed by the Commission
	Amendment

	(e)	be accessible, including to those not directly involved in the process, while taking into account confidentiality and protection of personal data.
	(e)	be accessible, including to those not directly involved in the process, while taking into account protection of personal data.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>13</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 1</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 8 c – paragraph 2 – introductory part</Article2>
	

	Text proposed by the Commission
	Amendment

	2.	The general plan for risk communication shall promote an integrated risk communication framework to be followed both by the risk assessors and the risk managers in a coherent and systematic manner both at Union and national level. It shall:
	2.	The general plan for risk communication shall promote an integrated risk communication framework to be followed both by the risk assessors and the risk managers in an accurate and systematic manner both at Union and national level, while acknowledging scientific divergent opinions where they exist. It shall:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>14</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 1</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 8 c – paragraph 2 – point a</Article2>
	

	Text proposed by the Commission
	Amendment

	(a)	identify the key factors that need to be taken into account when considering the type and level of risk communications’ activities needed;
	(a)	identify the factors that need to be taken into account when considering the type and level of risk communications’ activities needed;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>15</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 1</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 8 c – paragraph 2 – point c</Article2>
	

	Text proposed by the Commission
	Amendment

	(c)	establish appropriate mechanisms in order to strengthen coherence of risk communication amongst risk assessors and risk managers and ensure an open dialogue amongst all interested parties.
	(c)	establish appropriate mechanisms in order to strengthen coherence of risk communication amongst risk assessors and risk managers and ensure an open dialogue amongst all interested parties, while acknowledging scientific divergent opinions where they exist.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>16</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 2 – point b</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 25 – paragraph 1a – point b</Article2>
	

	Text proposed by the Commission
	Amendment

	(b)	one member appointed by the European Parliament, with the right to vote.
	(b)	two members and two substitute members appointed by the European Parliament, with the right to vote.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>17</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 2 – point c</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 25 – paragraph 1a – point c</Article2>
	

	Text proposed by the Commission
	Amendment

	(c)	four members with the right to vote representing civil society and food chain interests namely, one from consumers organisations, one from environmental non-governmental organisations, one from farmers organisations and one from industry organisations. Those members shall be appointed by the Council in consultation with the European Parliament on the basis of a list drawn up by the Commission which includes more names than there are posts to be filled. The list drawn up by the Commission shall be forwarded to the European Parliament, together with the relevant background documents. As quickly as possible and within three months of notification, the European Parliament may submit its views for consideration to the Council, which shall then appoint those members.
	(c)	five members with the right to vote representing civil society and food chain workers interests namely, one from health organisations, one from consumers organisations, one from environmental non-governmental organisations, one from farmers organisations and one from industry organisations. Those members shall be appointed by the Council in consultation with the European Parliament on the basis of a list drawn up by the Commission which includes more names than there are posts to be filled. The list drawn up by the Commission shall be forwarded to the European Parliament, together with the relevant background documents. As quickly as possible and within three months of notification, the European Parliament may submit its views for consideration to the Council, which shall then appoint those members.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>18</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 2 – point d</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 25 – paragraph 5 – subparagraph 2</Article2>
	

	Text proposed by the Commission
	Amendment

	“Unless otherwise provided, the Management Board shall act by a majority of its members. Alternate members shall represent the member in his absence and vote on his behalf;
	“Unless otherwise provided, the Management Board shall act by a majority of its members. Alternate members shall represent the member in the absence of that member and vote on  that member’s behalf;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>19</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 3 – point b</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 28 – paragraph 5a – point c</Article2>
	

	Text proposed by the Commission
	Amendment

	(c)	On the basis of the nominations made by Member States, the Executive Director shall draw for each Scientific Panel a list of experts larger than the number of members to be appointed. The Executive Director may not draw up such a list where he/she can justify that the nominations received do not allow him, given the criteria for selection set up in point d) of this paragraph, to draw up a larger list. The Executive Director shall submit the list to the Management Board for appointment.
	(c)	On the basis of the nominations made by Member States, the Executive Director shall draw for each Scientific Panel a list of experts larger than the number of members to be appointed. The Executive Director may not draw up such a list where he/she can justify that the nominations received do not allowit, given the criteria for selection set up in point d) of this paragraph, to draw up a larger list. The Executive Director shall submit the list to the Management Board for appointment.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>20</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 4</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 32a – paragraph 1</Article2>
	

	Text proposed by the Commission
	Amendment

	At the request of a potential applicant for a food law authorisation, the staff of the Authority shall advise on the relevant provisions and the required content of the application for authorisation. The advice provided by the staff of the Authority shall be without prejudice and non-committal as to the subsequent assessment of applications for authorisation by the Scientific Panels.
	Based on the questions received, the Authority shall publish guidelines on the relevant provisions and the required content of the application for authorisation. The information provided by the staff of the Authority shall be without prejudice and non-committal as to the subsequent assessment of applications for authorisation by the Scientific Panels. The Authority shall ensure that those staff members who handle and provide information to an applicant are not be members of the team or the Scientific Panel assessing the application for authorisation for whom they have provided information. The Authority shall register and publish each request and the content of the information provided by the Authority in response thereto.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>21</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 4</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 32 b – paragraph 1</Article2>
	

	Text proposed by the Commission
	Amendment

	1.	A Union register of studies commissioned by business operators to obtain an authorisation under Union food law is hereby established. Business operators shall notify, without delay, to the Authority the subject matter of any study commissioned to support a future application for an authorisation under Union food law. The register shall be managed by the Authority.
	1.	A Union register of studies commissioned by business operators to obtain an authorisation under Union food law is hereby established. Business operators shall notify, without delay, to the Authority the subject matter of all studies and research terms of reference  commissioned to support a future application for an authorisation under Union food law. The register shall be managed by the Authority.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>22</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 4</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 32 b – paragraph 3</Article2>
	

	Text proposed by the Commission
	Amendment

	3.	The notified information shall be made public only in case a corresponding application for authorisation has been received and after the Authority has decided on the disclosure of the accompanying studies in accordance with Article 38 and Articles 39 to 39f.
	3.	The notified information shall be made public only in case a corresponding application for authorisation has been received.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>23</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 4</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 32 b – paragraph 3 a (new)</Article2>
	

	Text proposed by the Commission
	Amendment

	
	3a.	The subject matter shall be authorised only if all data from all registered studies have been submitted. 


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>24</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 4</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 32 b – paragraph 3 b (new)</Article2>
	

	Text proposed by the Commission
	Amendment

	
	3b.	Studies commissioned by the applicant which have not been registered shall not be used in a risk assessment.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>25</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 4</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 32e</Article2>
	

	Text proposed by the Commission
	Amendment

	Article 32e
	deleted

	Verification studies
	

	Without prejudice to the obligation of applicants for authorisations under food law to demonstrate the safety of a subject matter submitted to a system of authorisation, the Commission, in exceptional circumstances, may request the Authority to commission scientific studies with the objective of verifying evidence used in its risk assessment process. The studies commissioned may have a wider scope than the evidence subject to verification.
	


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>26</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 5 – point a</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 38 – paragraph 1 – subparagraph 1 – introductory part</Article2>
	

	Text proposed by the Commission
	Amendment

	The Authority shall carry out its activities with a high level of transparency. It shall in particular make public without delay:
	The Authority shall carry out its activities with a high level of transparency, in line with the Aarhus Convention and Regulation (EC) No 1367/2006, providing for an active and systematic dissemination to the public of environmental information. It shall in particular make public without delay:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>27</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 5 – point a</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 38 – paragraph 1 – subparagraph 1 – point a</Article2>
	

	Text proposed by the Commission
	Amendment

	(a)	agendas and minutes of the Scientific Committee and the Scientific Panels and their Working Groups;
	(a)	agendas, participant lists and minutes of the Scientific Committee and the Scientific Panels and their Working Groups;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>28</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 5 – point a</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 38 – paragraph 1 – subparagraph 1 – point c</Article2>
	

	Text proposed by the Commission
	Amendment

	(c)	scientific data, studies and other information supporting applications for authorisation under Union food law, including supplementary information supplied by applicants, as well as other scientific data and information supporting requests from the European Parliament, the Commission and the Member States for a scientific output, including a scientific opinion, taking into account protection of confidential information and protection of personal data in accordance with Articles 39 to 39f.
	(c)	scientific data, studies and other information supporting applications for authorisation under Union food law, including supplementary information supplied by applicants, as well as other scientific data and information supporting requests from the European Parliament, the Commission and the Member States for a scientific output, including a scientific opinion, taking into account the overriding public interest in disclosure and the protection of confidential information and protection of personal data in accordance with Articles 39 to 39f.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>29</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 5 – point a</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 38 – paragraph 1 – subparagraph 1 – point d</Article2>
	

	Text proposed by the Commission
	Amendment

	(d)	the information on which its scientific outputs, including scientific opinions are based, taking into account protection of confidential data and protection of personal data in accordance with Articles 39 to 39f;
	(d)	the information on which its scientific outputs, including scientific opinions are based, taking into account the overriding public interest in disclosure and the protection of confidential data and protection of personal data in accordance with Articles 39 to 39f;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>30</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 5 – point a</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 38 – paragraph 1 – subparagraph 2 a (new)</Article2>
	

	Text proposed by the Commission
	Amendment

	
	The Authority shall publish the non-confidential information specified under points (c) and (d) immediately upon receipt of the application. It shall publish any data and information for which the confidentiality request has not been accepted no later than four weeks after the notification of its decision to the applicant;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>31</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 5 – point b</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 38 – paragraph 1a – subparagraph 1 – introductory part </Article2>
	

	Text proposed by the Commission
	Amendment

	The disclosure of the information mentioned in paragraph (1)(c) to the public shall be without prejudice:
	Unless there is an overriding public interest in disclosure, the disclosure of the information mentioned in paragraph (1)(c) to the public shall be without prejudice:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>32</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 6</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 39 – paragraph 1</Article2>
	

	Text proposed by the Commission
	Amendment

	1.	By way of derogation from Article 38, the Authority shall not make public information for which confidential treatment has been requested under the conditions laid down in this Article.
	1.	By way of derogation from Article 38, the Authority shall not make public information for which confidential treatment has been requested and granted in application of the conditions laid down in this Article.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>33</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 6</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 39 – paragraph 2 – introductory part</Article2>
	

	Text proposed by the Commission
	Amendment

	2.	The Authority may only accept to provide confidential treatment in relation to the following information, the disclosure of which may be deemed, upon verifiable justification, to significantly harm the interests concerned:
	2.	The Authority may only accept to provide confidential treatment in relation to the following information, and provided that the applicant demonstrates with adequate and verifiable evidence in the request for confidential treatment that disclosure would significantly, specifically and actually, harm its commercial interest: 


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>34</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 6</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>39 – paragraph 2 – point 1</Article2>
	

	Text proposed by the Commission
	Amendment

	(1)	the method and other technical and industrial specifications relating to that method, used to manufacture or produce the subject matter of the request for a scientific output, including a scientific opinion;
	(1)	the method and other technical and industrial specifications relating to that method, used to manufacture or produce the subject matter of the request for a scientific output, including a scientific opinion, provided that the applicant demonstrates that such method does not entail emissions in the environment and has no harmful impacts on health and environment;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>35</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 6</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 39 – paragraph 2 – point 4</Article2>
	

	Text proposed by the Commission
	Amendment

	(4)	quantitative composition of the subject matter of the request for a scientific output, including a scientific opinion.
	(4)	quantitative composition of the subject matter of the regulatory scrutiny, except when relevant to understanding the potential effects on health and the environment.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>36</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 6</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 39 – paragraph 3</Article2>
	

	Text proposed by the Commission
	Amendment

	3.	The list of information referred to in paragraph 2 shall be without prejudice to any specific Union food law.
	3.	The list of information referred to in paragraph 2 shall be without prejudice to any specific Union food law. The Authority shall publish requests for confidentiality and their justification.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>37</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 6</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 39 – paragraph 4 – introductory part</Article2>
	

	Text proposed by the Commission
	Amendment

	4.	Notwithstanding paragraphs 2 and 3, the following information shall nevertheless be made public:
	4.	Notwithstanding paragraphs 2 and 3, the following information shall be made publicly available, in a readily and easily searchable form to allow independent scrutiny, when an overriding public interest in disclosure is deemed to exist:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>38</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 6</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 39 – paragraph 4 – point - a (new)</Article2>
	

	Text proposed by the Commission
	Amendment

	
	(- a)	information relating to emissions into the environment within the meaning of Article 6 of Regulation (EC) No 1367/2006;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>39</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 6</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 39 – paragraph 4 – point a </Article2>
	

	Text proposed by the Commission
	Amendment

	(a)	Where urgent action is essential to protect public health, animal health or the environment, such as in emergency situations, the Authority may disclose the information referred to paragraphs 2 and 3; and,
	(a)	Information relating to human health, animal health or the environment, including  emergency situations;


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

<Amend>Amendment		<NumAm>40</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 6</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 39 – paragraph 4 – point b</Article2>
	

	Text proposed by the Commission
	Amendment

	(b)	information which forms part of conclusions of scientific outputs, including scientific opinions, delivered by the Authority and which relate to foreseeable health effects.
	(b)	information which forms part of conclusions of scientific outputs, including scientific opinions, delivered by the Authority.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>41</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 7</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 39a – paragraph 1</Article2>
	

	Text proposed by the Commission
	Amendment

	1.	When submitting an application for an authorisation, supporting scientific data and other supplementary information in accordance with Union food law, the applicant may request certain parts of the information submitted to be kept confidential in accordance with paragraphs 2 and 3 of Article 39. This request shall be accompanied by verifiable justification demonstrating how making public the information concerned significantly harms the interests concerned in accordance with paragraphs 2 and 3 of Article 39.
	1.	When submitting an application for an authorisation, supporting scientific data and other supplementary information in accordance with Union food law, the applicant may request certain parts of the information submitted to be kept confidential in accordance with paragraphs 2 and 3 of Article 39. This request shall be accompanied by verifiable justification demonstrating how making public the information concerned significantly harms the applicant’s competitive position in accordance with paragraphs 2 and 3 of Article 39.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>42</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 7</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 39b – paragraph 1 – point c</Article2>
	

	Text proposed by the Commission
	Amendment

	(c)	inform the applicant in writing of its intention to disclose information and the reasons for it, before the Authority formally takes a decision on the confidentiality request. If the applicant disagrees with the assessment of the Authority it may state its views or withdraw its application within two weeks from the date on which it was notified of the Authority’s position.
	(c)	inform the applicant in writing of its intention to disclose information and the reasons for it, before the Authority formally takes a decision on the confidentiality request. If the applicant objects to the assessment of the Authority it may state its views or withdraw its application within two weeks from the date on which it was notified of the Authority’s position.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>43</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 7</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 39b – paragraph 1 – point e</Article2>
	

	Text proposed by the Commission
	Amendment

	(e)	make public any additional data and information for which the confidentiality request has not been accepted as justified not earlier than two weeks after the notification of its decision to the applicant has taken place, pursuant to point (d).
	(e)	make public any additional data and information for which the confidentiality request has not been accepted as justified not earlier than two weeks and no later than four weeks after the notification of its decision to the applicant has taken place, pursuant to point (d).


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>44</NumAm>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – point 7</Article>
<DocAmend2>Regulation (EC) No 178/2002</DocAmend2>
<Article2>Article 39e – paragraph 1 – introductory part</Article2>
	

	Text proposed by the Commission
	Amendment

	1.	With respect to requests for scientific outputs, including scientific opinions under Union food law, the Authority shall always make public:
	1.	With respect to scientific outputs, including scientific opinions under Union food law, the Authority shall always make public:


Or. <Original>{EN}en</Original>
</Amend>
</RepeatBlock-Amend>
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