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REGULATORY IMPACT ANALYSIS REPORT FOR THE DRAFT ROYAL DECREE APPROVING THE QUALITY STANDARD FOR OLIVE AND OLIVE-POMACE OILS.
EXECUTIVE SUMMARY:

	Ministry/Proposing authority
	Ministry of Agriculture, Fisheries and Food (General Directorate of Health of Agricultural Production).
	Date
	 27/08/2020

	Title of regulation
	Draft Royal Decree adopting the quality standard for olive and olive-pomace oils.

	Type of report
		X


Normal……….. 	Abridged……
	


  

	DESIRABILITY OF THE PROPOSAL

	Matter that is regulated
	The production and placing on the market of olive and olive-pomace oils produced and sold in Spain.

	Objectives
	· Improve the competitiveness of the national olive and olive-pomace oil industry, ensure fair competition between producers and provide all producers with the same conditions.
· Update the national regulations on food quality with respect to olive oil and olive-pomace oil.
· Introduce additional traceability requirements in the production and placing on the market of olive oil.
· Provide adequate consumer information, facilitating their right to choice when purchasing.
· Value the quality of olive and olive-pomace oils produced in Spain and prevent fraudulent practices that negatively affect such quality.

	Main alternatives considered
	· Draw up the proposed draft regulation, which regulates the production and placing on the market of olive and olive-pomace oil in Spain and repeals the current national regulations on those products with respect to food quality.
· Maintain the current situation, with a regulation dating back to 1983 and which is now considered obsolete.
· Amendment of the current regulation (Royal Decree 308/1983 of 25 January 1983 adopting the technical and health regulations for edible vegetable oils).

	CONTENT AND LEGAL ANALYSIS

	Type of regulation
	Royal Decree.

	Structure of the regulation
	· 9 articles
· 2 additional provisions
· 1 transitional provision (single)
· 1 repealing provision (single)
· 3 final provisions
· annexes.

	Reports received
	a) Report from the Ministry of Territorial Policy and Public Administration (Articles 26(5)(6) on Autonomous Community/State powers and 26(9) on the quality of regulatory activity of Law 50/1997 Pending).

b) Report from the Ministry of Consumer Affairs (Article 26(5)(4) of Law 50/1997).

c) Report from the Ministry of Health (Article 26(5)(4) of Law 50/1997).

d) Report from the Ministry of Industry, Trade and Tourism (Article 26(5)(4) of Law 50/1997).

e) Report from the Ministry of Agriculture, Fisheries and Food (Article 26(5)(4) of Law 50/1997).

f) Report from the Interministerial Commission for Food Management (‘CIOA’) dated 15 July 2020. 

g) Notification to the European Commission in accordance with Directive (EU) 1535/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure for the provision of information in the field of technical regulations and of rules on Information Society services. Similarly, the standard has been reported in accordance with Article 45 of Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011 on the provision of food information to consumers as it contains mandatory provisions on food information. Pending

h) Notification to the World Trade Organization. Pending

i) Opinion of the Council of State. Pending


	Hearing procedure
	· Preliminary public consultation (Article 26(2) of Government Law 50/1997). Period: 08/02/2018 to 01/03/2018.

· Public hearing and information (Article 26(6) of Law 50/1997 and Article 133(2) of Law 39/2015). Period: 13/02/2020 to 05/03/2020.

· Direct consultation with entities representing the affected sectors (Article 26(6) of Law 50/1997). Period: 15 business days from 13/02/2020.

· Consultation with the Autonomous Communities (Article 26 of Law 50/1997). Period: 15 business days from 13/02/2020.

· Second public hearing and information process (Article 26(6) of Law 50/1997 and Article 133(2) of Law 39/2015). Period: 19/06/2020 to 30/06/2020.

· Second direct consultation with entities representing the affected sectors (Article 26(6) of Law 50/1997). Period: 7 business days from 19/06/2020.

· Second consultation with the Autonomous Communities (Article 26 of Law 50/1997). Period: 7 business days from 19/06/2020.

	IMPACT ANALYSIS

	Compliance with the distribution of powers
	What is the prevalent legislative authority?
Article 149(1)(13) of the Spanish Constitution grants the State exclusive jurisdiction over the conditions and coordination of the general planning of economic activity.

	Economic and budgetary impact
	Overall effects on the economy
	Since the draft Royal Decree aims to improve the competitiveness of the sector, ensure fair competition between industries and provide the same conditions to all producers, it is thought that it will have a positive impact on the economy.

	
	Relating to competition
		


The regulation has no significant effects on competition.
	X


The regulation has positive effects on competition.
	


The regulation has negative effects on competition.

	
	From the point of view of administrative burdens
		


Implies a reduction in administrative burdens.
Estimated quantification: 
	


Incorporates new administrative burdens.
Estimated quantification: 
	X


Does not affect administrative burdens.

	
	From the point of view of budgets, the regulation
	


Affects state budgets.
	


Affects the budgets of other territorial administrations.
		


Implies an expenditure.
Implies a revenue.
	




	Gender impact
	The regulation has a gender impact
		


Negative

	X


None

Positive
	




	Other impacts considered
	Impact on equal opportunities, non-discrimination and universal accessibility of people with disabilities; on family, childhood and adolescence; and on market unity.

	Other considerations
	


I. DESIRABILITY OF THE PROPOSAL
1. Motivation
The draft Royal Decree adopting the quality standard for olive and olive-pomace oils has been drawn up for the following reasons:
· The fourth final provision of Law 28/2015 of 30 July 2015 on the protection of food quality authorises the government to approve quality standards for food products, with the aim, among others, of adapting to European Union regulations and of simplifying, modernising and enhancing existing standards as well as improving the competitiveness of the sector, including advancements brought about by technological innovation.
· The situation in the olive oil and olive-pomace oil market makes it necessary to adapt the specific regulations applicable to these products in terms of food quality, especially with regard to the production of olive oil and olive-pomace oil in Spain.
The aim of updating the regulations on olive oil is to ensure high product quality and to prevent fraud within the sector, within the context of the general framework for updating quality standards of the Ministry of Agriculture, Fisheries and Food.
This draft Royal Decree affects the industries that produce olive oil and olive-pomace oil in Spain, the operators that place them on the market, and their consumers. It also has an indirect influence on the suppliers of the raw materials from which these products can be made.
2. Objectives
· Improve the competitiveness of the national olive and olive-pomace oil industry, ensure fair competition between producers and provide all producers with the same conditions.
· Update the national regulations on food quality with respect to olive oil and olive-pomace oil.
· Introduce additional traceability requirements in the production and placing on the market of olive oil.
· Provide adequate consumer information, facilitating their right to choice when purchasing.
· Achieve a high quality of olive and olive-pomace oils produced in Spain and prevent fraudulent practices that negatively affect such quality.
3. Analysis of alternatives
The following alternatives were considered.
Draw up the proposed draft regulation and repeal the current national legislation on olive oil and olive-pomace oil with respect to food quality.
This alternative is considered to be the most effective for achieving all of the pursued objectives. Its main advantage is that it provides an updated national regulation that is adapted to the situation in the market.
It is also the option that is most in line with what is established in the Agreement of the Council of Ministers of 22 July 2005 adopting the Legislative Technical Guidelines insofar as the approval of a new provision is preferable to the coexistence of the original standard and any subsequent amendments.
Maintain the current situation.
This option does not allow the objectives set out in point I.2 to be achieved and generates significant legal uncertainty, both for the production sector and for inspection services.
Amendment of the current regulation (Royal Decree 308/1983 of 25 January 1983 adopting the technical and health regulations for edible vegetable oils).
Royal Decree 308/1983 of 25 January 1983 adopting the technical and health regulations for edible vegetable oils has been amended on several occasions, so this option is considered less appropriate, as it reduces regulatory clarity and increases legal uncertainty. Moreover, in accordance with the Agreement of the Council of Ministers of 22 July 2005 adopting the Legislative Technical Guidelines, the approval of a new provision is preferable to the coexistence of the original standard and any subsequent amendments. As such, this option does not allow the objectives set out in point I.2 to be achieved and generates significant legal uncertainty, both for the production sector and for inspection services.

4. Adherence to the principles of sound regulation
The content of this Royal Decree meets the principles of sound regulation set out in Article 129 of Law 39/2015 of 1 October 2015 on common administrative procedure in public administration. 
By virtue of the principles of necessity and effectiveness, this regulation is justified given the need to establish adequate management of the olive oil and olive-pomace oil sector. This is best achieved by repealing Royal Decree 308/1983 of 25 January 1983 adopting the technical and health regulations for edible vegetable oils, where it refers to olive and olive-pomace oils, and adopting a new quality standard that specifically regulates olive and olive-pomace oils. 
Likewise, the principles of efficiency and proportionality have been taken into account by laying down a regulation and limiting administrative burdens to only those absolutely necessary for achieving the intended purposes. 
In accordance with the principle of transparency, in addition to the public hearing, the Autonomous Communities, as well as the entities representing the sector concerned and consumers, have been consulted during the processing of this provision. 
Finally, the Royal Decree adheres to the principle of legal certainty, maintaining coherence with the rest of the applicable legal system and giving operators the necessary transitional periods to adapt to the standard.

5. Inclusion in the Annual Regulatory Plan
In accordance with Article 25 of Government Law 50/1997 of 27 November 1997, this draft is included in the 2018 Annual Regulatory Plan approved by the Council of Ministers on 7 December 2017. Subsequent Annual Regulatory Plans were not adopted for 2019 and 2020, so naturally it could not be included in them. 

II. CONTENTS
1. Structure of the proposal
The draft consists of:
· 9 articles
· 2 additional provisions
· 1 transitional provision (single)
· 1 repealing provision (single)
· 3 final provisions
· 3 annexes.
2. Summary and measures
· Article 1. Purpose.
The purpose of this Royal Decree is to lay down a quality standard for olive and olive-pomace oils.
· Article 2. Scope.
This standard is applicable to all olive and olive-pomace oils produced and placed on the market in Spain and shall apply to all operators in the sector.
· Article 3. Product designations and definitions.
Different categories are established for products into which olive and olive-pomace oils are classified, and definitions are given of the different facilities and operators involved in the process of manufacturing and marketing olive oils.
· Articles 4 to 8.
Obligations are established regarding both traceability and the obligations specific to facilities, oils and packaging, which must be met during the production and marketing of olive and olive-pomace oils by all operators involved. Also established are prohibited practices with regard to certain processes, practices, communications and establishments.
· Article 9: Official control, coordination and penalties.
Certain aspects are regulated with respect to official controls and the penalty system, and mechanisms are introduced to increase coordination between the different public administrations with the aim of improving official oversight.
· First additional provision. Mutual recognition clause.
The mutual recognition clause is included, the wording of which is provided by the Ministry of Foreign Affairs, European Union and Cooperation.
· Second additional provision. Computer system.
A description is given of the implementation of the computer system for mandatory notifications in the transport of olive and olive-pomace oils.
· Sole transitional provision. Transitional period. 
A transitional period is defined with respect to the obligation to report all movements to the dedicated computer system, as well as a transitional period for the application of the prohibition of placing extra virgin olive oils in plastic containers on the retail market.
· Sole repealing provision. Repeal of regulations.
The various regulations that this Royal Decree replaces are repealed with a view to giving this regulation the necessary legal certainty.
· First final provision. Attribution of powers.
The jurisdiction under which the regulation is issued, namely Article 149(1)(13) of the Spanish Constitution, is established.
· Second final provision. Amendment of Decree 2484/1967 of 21 September 1967 adopting the Spanish Food Code.
Decree 2484/1967 is amended, replacing its content with that specified in this second final provision.
· Third final provision. Entry into force.
The entry into force of the regulation is established.
· Annex I.
The conditions and requirements of the traceability records applicable to the products regulated in this standard are defined.
· Annex II.
The  information to be included in the accompanying transport document for olive and olive-pomace oils is established.
· Annex III.
The appearance and characteristics to be met by the different categories of oils regulated by this Royal Decree are defined.
3. New elements
The main new aspects of the proposed regulation are as follows.
1. Incorporation of an internal maintenance tracking system and the existence of an accompanying transport document.
2. Obligation to report to the dedicated computer system set up by the Ministry of Agriculture, Fisheries and Food.
3. Incorporation of obligations relating to the separation and fitting out of facilities for the production of olive oils.
4. Specific protection of the terms ‘virgin’ and ‘extra virgin’.
5. Prohibition of the placing of extra virgin olive oils packed in plastic containers on the retail market.
6. Incorporation of new practices prohibited in facilities.
7. Creation of a specific Control Plan for verifying the traceability of the olive and olive-pomace oil sector, coordinated by the Ministry of Agriculture, Fisheries and Food.
8. Increased transparency through the publication of results from olive oil conformity checks. 
III. LEGAL ANALYSIS
1. Consistency with the legal system
The regulation is fully consistent with the legal system, having an impact solely on food quality. Specifically, it is consistent with the following regulations:
· Law 28/2015 of 30 July 2015 for the protection of food quality;
· Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying down the general principles and requirements of food law, establishing the European Food Safety Authority and laying down procedures in relation to food safety;
· Regulation (EU) No 2017/625 of the European Parliament and of the Council of 15 March 2017 on official controls and other official activities performed to ensure the application of food and feed law, rules on animal health and welfare, plant health and plant protection products, and amending Regulations (EC) No 999/2001, (EC) No 396/2005, (EC) No 1069/2009, (EC) No 1107/2009, (EU) No 1151/2012, (EU) No 652/2014, (EU) 2016/429 and (EU) 2016/2031 of the European Parliament and of the Council, Council Regulations (EC) No 1/2005 and (EC) No 1099/2009 and Council Directives 98/58/EC, 1999/74/EC, 2007/43/EC, 2008/119/EC and 2008/120/EC, and repealing Regulations (EC) No 854/2004 and (EC) No 882/2004 of the European Parliament and of the Council, Council Directives 89/608/EEC, 89/662/EEC, 90/425/EEC, 91/496/EEC, 96/23/EC, 96/93/EC and 97/78/EC and Council Decision 92/438/EEC;
· Commission Regulation (EC) No 1881/2006 of 19 December 2006 setting maximum levels for certain contaminants in foodstuffs;
· Regulation (EC) No 1331/2008 of the European Parliament and of the Council of 16 December 2008 establishing a common authorisation procedure for food additives, food enzymes and food flavourings;
· Regulation (EC) No 1333/2008 of the European Parliament and of the Council of 16 December 2008 on food additives, and its implementing regulations;
· Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011 on the provision of food information to consumers, amending Regulations (EC) No 1924/2006 and (EC) No 1925/2006 of the European Parliament and of the Council, and repealing Commission Directive 87/250/EEC, Council Directive 90/496/EEC, Commission Directive 1999/10/EC, Directive 2000/13/EC of the European Parliament and of the Council, Commission Directives 2002/67/EC and 2008/5/EC and Commission Regulation (EC) No 608/2004.
This regulation is also consistent with European Union and national legislation on olive oil and olive-pomace oil, specifically:
· Commission Regulation (EEC) No 2568/91 of 11 July 1991 on the characteristics of olive oil and olive-residue oil and on the relevant methods of analysis;
· Commission Implementing Regulation (EU) No 29/2012 of 13 January 2012 on marketing standards for olive oil;
· Royal Decree 640/2015 of 10 July 2015 adopting the list of processing aids authorised for the production of edible vegetable oils and their identification and purity criteria, and amending Royal Decree 308/1983 of 25 January 1983 adopting the technical and health regulations for edible vegetable oils.
Finally, it is in line with Royal Decree 176/2013 of 8 March 2013 repealing all or part of certain technical and health regulations and quality standards referring to food products, with respect to the health aspects of food products, since these are regulated in horizontal regulations within the European Union.
2. Official status
The adoption by Royal Decree of this basic legislative regulation is based on the fourth final provision of Law 28/2015 of 30 July 2015 and, in accordance with the doctrine of the Constitutional Court, on the markedly technical nature of the purpose of the regulation and the need to establish a unitary regulatory framework that is applicable to the entire national territory and ensures equal treatment for all operators. This reasoning is supported by the fact that, while the proposed regulation has been drafted as a permanent measure, industry trends or the concurrence of conflicting circumstances could necessitate its amendment in the future.
This regulation is intended to achieve the sectoral policy objectives set out by the Spanish Constitution.
With respect to its status, there are circumstances that justify the draft having the status of a royal decree, in accordance with the doctrine of the Constitutional Court. 
3. Detailed list of regulations that will be partially replaced as a result of the regulation's entry into force
As of the entry into force of this Royal Decree, the following provisions shall be repealed:
· Royal Decree 3000/1979 of 7 December 1979 on the regulation of industrial processes in the olive oil sector;
· Royal Decree 308/1983 of 25 January 1983 adopting the technical and health regulations for edible vegetable oils, where it refers to olive and olive-pomace oils; 
· Royal Decree 259/1985 of 20 February 1985 supplementing the technical and health regulations for edible vegetable oils with the application of the determination of erythrodiol in olive oils;
· Royal Decree 2551/1986 of 21 November 1986 regulating the processing and marketing of refined olive-pomace oil and olive oil;
· Royal Decree 538/1993 of 12 April 1993 amending certain provisions relating to industrial requirements for the production, circulation and trade of edible vegetable oils;
· Royal Decree 1431/2003 of 21 November 2003 laying down certain marketing measures for the sector of olive oil and olive-pomace oil;
· Order of 12 December 1984 on the delivery of virgin olive oil by mills to their growers for self-consumption;
· Order APA/1343/2004 of 7 May 2004 regulating the general register of specific industries authorised to place olive oil on the market.
IV. ADAPTATION OF THE REGULATION TO THE CONSTITUTIONAL ORDER ON THE DISTRIBUTION OF POWERS.
Royal Decree 308/1983 of 25 January 1983 adopting the technical and health regulations for edible vegetable oils lays down the rules for obtaining, processing and marketing of edible vegetable oils and for their characteristics.
Similarly, Law 28/2015 of 30 July 2015 on the protection of food quality lays the legislative foundations for protecting food quality, establishing basic rules and authorising the government to approve quality standards for food products, with the aim, among others, of adapting to European Union regulations and of simplifying, modernising and enhancing existing standards as well as improving the competitiveness of the sector, including advancements brought about by technological innovation.
This Royal Decree is laid down within the framework of Article 149(1)(13) of the Spanish Constitution, which grants the State exclusive competence to determine the bases and coordination of general planning of the economy.
It is worth mentioning that the draft Royal Decree establishes in Article 9(4) and (7), that a specific control plan for verifying the traceability of the olive and olive-pomace oil sector will be submitted to the Food Quality Coordination Board for discussion and review, limiting the role of the Ministry of Agriculture, Fisheries and Food to the coordination of that plan, thereby conforming to the constitutional order of the distribution of powers.
V. DESCRIPTION OF THE PROCEDURE.
1. Preliminary procedures.
Firstly, a prior public consultation has been carried out in accordance with Article 26(2) of Government Law 50/1997 of 27 November 1997, gathering the opinions of those potentially affected by the regulation and of representative organisations from the sector.
This prior public consultation was open for the submission of observations through the website of the Ministry of Agriculture and Fisheries, Food and the Environment from 15 December 2017 to 10 January 2018 (both inclusive).
The observations submitted during the prior public consultation are listed below.
· Centre Mas de Bover Olivicultura, Elaiotècnica y Fruita Seca (IRTA)
· Asociación Nacional de Industriales Envasadores y Refinadores de Aceites Comestibles (ANIERAC)
· Unión de Pequeños Agricultores y Ganaderos (UPA)
· Federació de Cooperatives Agràries de Catalunya.
Attached to this report is an annex containing the detailed observations received during the prior public consultation. 
2. Reports received.
The following reports were requested during the processing of the regulation:
a) Report from the Ministry of Territorial Policy and Public Administration (in accordance with the provisions of Article 26(5)(6) of Government Law 50/1997 of 27 November 1997 regarding the potential impact on the distribution of powers among the State and the Autonomous Communities, and in accordance with Article 26(9), on the quality of regulatory activity, of Law 50/1997. Pending);

b) Report from the Ministry of Consumer Affairs (in accordance with Article 26(5)(4) of Government Law 50/1997 of 27 November 1997);

c) Report from the Ministry of Health (in accordance with Article 26(5)(1) of Government Law 50/1997 of 27 November 1997);

d) Report from the Ministry of Industry, Trade and Tourism (in accordance with Article 26(5)(1) of Government Law 50/1997 of 27 November 1997); 

e) Report from the Ministry of Agriculture, Fisheries and Food (in accordance with Article 26(5)(4) of Government Law 50/1997 of 27 November 1997). 

Table 1 summarises the responses and observations received from the General Technical Secretariats of the Ministries involved.

[bookmark: _Ref39569974]Table 1: Table of observations received from the General Technical Secretariats of the involved Ministries.
	Body
	No observations (N/O)
	Observations submitted

	Ministry of Territorial Policy and Public Administration
	
	X

	Ministry of Consumer Affairs
	
	X

	Ministry of Health
	N/O
	

	Ministry of Industry, Trade and Tourism
	
	X

	Ministry of Agriculture, Fisheries and Food
	N/O
	


3. Public hearing and information process.
During the processing of the regulation, the public hearing and information process enabled us to gather the observations of affected citizens and people whose lawful rights and interests could be affected, as well as any additional contributions that may be made by other people and entities, in accordance with Article 26(6) of Government Law 50/1997 of 27 November 1997.
This public hearing and information process was open for the submission of observations through the website of the Ministry of Agriculture, Fisheries and Food from 13 February 2020 to 5 March 2020 (both inclusive).
The people and entities that issued observations, as part of their participation in the public hearing and information process, through the website of the Ministry of Agriculture, Fisheries and Food are included in the following list:
· KEL Grupo Alimentario S.L.
· Asociación QvExtra!
· ES ANDALUCÍA (Co-op Association) and COAG ANDALUCÍA
· Aceites San-Lau S.L. and Aceites Triana S.L.
· FECOAM
· Instituto de la Grasa (CSIC)
· Laboratorio Marcé.
4. Hearing procedure for representative organisations of the affected sectors
During the processing of the regulation, the public hearing and information process also enabled us to gather the observations of the representative organisations of the affected sector, in accordance with Article 26(6) of Government Law 50/1997 of 27 November 1997.
This enabled us to directly obtain the opinions of legally-recognised organisations or associations that group together or represent people whose lawful rights or interests are affected by the regulation and whose purposes relate directly to that of this regulation.
The sector organisations that submitted observations in response to this consultation are given in the following list:
· COAG Servicios Centrales
· Cooperativas Agroalimentarias de España
· ANEO-INFAOLIVA-ANIERAC-ASOLIVA
· Almazaras Federadas de España
· UPA
· Sectorial Nacional del Aceite de Oliva Virgen con Denominación de Origen.
5. Autonomous Community information process
During the processing of the regulation, the Autonomous Communities were also consulted on the text of the draft Royal Decree, in accordance with Article 3(1)(k) of Law 40/2015 of 1 October 2015 on the public sector legal system and with Article 26 of Government Law 50/1997 of 27 November 1997.
Table 2 summarises the observations received from the Autonomous Communities that submitted a response.

[bookmark: _Ref39575335]Table 2: Table of observations received from the Autonomous Communities.
	Autonomous Community
	No observations (N/O)
	Observations submitted

	Autonomous Community of Madrid
	
	X

	Autonomous Community of Catalonia
	N/O
	

	Autonomous Community of Aragon
	N/O
	

	Autonomous Community of Extremadura
	
	X

	Valencian Community
	
	X

	Autonomous Community of Galicia
	
	X

	Autonomous Community of Castile-La Mancha
	
	X

	Autonomous Community of Andalusia
	
	X

	Autonomous Community of the Balearic Islands
	
	X


6. Other consultations
During the processing of the regulation, the Organisation of Consumers and Users (OCU) was also consulted to request its opinion on the protection of users.
7. Non-suspension of deadlines during state of emergency
The third additional provision of Royal Decree 463/2020 of 14 March 2020, declaring the state of emergency for managing the health crisis situation caused by COVID-19, suspends the administrative deadlines for the processing of public sector entity procedures and provides that the counting of days towards such deadlines shall resume when that Royal Decree or any extensions thereto expires.
However, it is envisaged that this draft legislation will have to be extended since it responds to a need aimed at protecting the general interest. With Spain being the world's leading producer and exporter of olive oil, its legislation needs to be updated by drafting its own regulation that places special emphasis on preventing fraudulent practices and preserving and increasing the value of olive and olive-pomace oils. This is essential to promote food quality, improve consumer confidence, distinguish between similar products and recover and strengthen the market, given that protecting the quality and authenticity of olive oils is one of the most essential tools available for addressing the price crisis that currently has a hold over the sector.
Considering the points raised, and by virtue of paragraph 4 of the third additional provision of Royal Decree 463/2020 of 14 March 2020, the General Secretariat of Agriculture and Food has issued a Resolution, dated 27 April 2020, ordering the non-suspension of the deadlines for the processing of this draft Royal Decree.
8. Second public hearing and information process
Based on the observations received during the public hearing and information process, and with a view to incorporating possible solutions to address the serious price crisis currently affecting the sector, amendments have been made to the draft Royal Decree that are of sufficient scope to justify a second public hearing and information process. This will be used to gather, in accordance with Article 26(6) of Government Law 50/1997 of 27 November 1997, the observations of affected citizens and of people whose lawful rights and interests may be affected by such modifications to the text, as well as to obtain any additional contributions made by other people and entities. In accordance with the aforementioned article, a period of 7 business days was given for submitting observations due to the need to proceed with the established processing periods and taking into account that the new measures justifying this second public hearing and information process are limited to two articles: namely, the obligation to report all movements of olive oil and the creation of a dedicated computer system set up by the Ministry of Agriculture, Fisheries and Food for such purpose, and the prohibition of the use of plastic as a packaging material for extra virgin olive oil intended for end consumers.
This second public hearing and information process was open for the submission of observations through the website of the Ministry of Agriculture, Fisheries and Food from 19 June 2020 to 30 June 2020 (both inclusive).
The people and entities that issued observations, as part of their participation in the public hearing and information process, through the website of the Ministry of Agriculture, Fisheries and Food are included in the following list:
· FECOAM
· AEVIN
· ASEMESA
· Landaluz
· DO Oli de Mallorca
· Aceites San-Lau S.L. and Aceites Triana S.L.
· Asociación QvExtra!
· 379 claims by consumers and manufacturers against the ban on plastic as a packaging material for extra virgin olive oil.
Likewise, this second public hearing and information process enabled us to directly obtain the opinions of legally-recognised organisations or associations that group together or represent people whose lawful rights or interests are affected by the regulation and whose purposes relate directly to that of this regulation.
The sector organisations that submitted observations in response to this consultation are given in the following list:
· ANEO-INFAOLIVA-ANIERAC-ASOLIVA
· FIAB
· Cooperativas Agroalimentarias de España
· Almazaras Federadas de España
· Sectorial Nacional del Aceite de Oliva Virgen con Denominación de Origen
· Unión de Uniones and La Unió de Llauradors
· UPA
· COAG
· ASEDAS
· ASAJA.
Furthermore, during the second public hearing and information process, the Autonomous Communities were also consulted on the text of the draft Royal Decree, in accordance with Article 3(1)(k) of Law 40/2015 of 1 October 2015 on the public sector legal system and with Article 26 of Government Law 50/1997 of 27 November 1997.
Table 3 summarises the observations received from the Autonomous Communities that submitted a response.

[bookmark: _Ref45197667]Table 3: Table of observations received from the Autonomous Communities.
	Autonomous Community
	No observations (N/O)
	Observations submitted

	Autonomous Community of Andalusia
	
	X

	Autonomous Community of Aragon
	N/O
	

	Autonomous Community of the Balearic Islands
	
	X

	Autonomous Community of Cantabria
	N/O
	

	Autonomous Community of Castile-La Mancha
	
	X

	Autonomous Community of Galicia
	
	X

	Autonomous Community of Catalonia
	
	X

	Autonomous Community of the Region of Murcia
	
	X


9. Impact of the observations
As a result of the public hearing and information process, the observations gathered during consultations with the Autonomous Communities and representative organisations from the sector, and the reports issued by the General Technical Secretariats of the different Ministries involved, amendments have been introduced. 
The main changes to the text of the Royal Decree that was the subject of the consultation are as follows:
Firstly, it is worth mentioning the disagreement with the incorporation of the terms ‘mild’ and ‘intense’ on the labelling of olive oils that only contain refined olive oils and virgin olive oils. The main complaints concern a possible confusion among consumers with respect to labelling with such wording and a lack of analysis methods as a tool in official controls. For these reasons, it has been decided that the provisions giving legislative space to such labelling terms shall be deleted from the text. 
Secondly, given the demands of the sector in terms of the importance of controlling oil movements and that such movements be reported to the authorities in advance, the obligation to report such movements via a computer and/or electronic tracking system that will be controlled directly by the administration has been incorporated. To respond to this request and make it easier for operators to comply with this obligation and for the competent authorities to provide control, the tool shall be developed by the Ministry of Agriculture, Fisheries and Food. This will help reduce fraud in the transport of olive and olive-pomace oils. Similarly, certain aspects have been clarified with respect to the obligations regarding the maintenance of traceability records and the operators it affects.
Regarding the specific obligations for facilities, given the demands of the sector and to avoid the substantial economic impact that compliance would entail for the facilities affected, the requirement of having to separate facilities within a transitional period of time has been lifted for those that are not appropriately separated as of the entry into force of the regulation. The separation requirement shall therefore only apply to newly-opened facilities as of the entry into force of the regulation. However, in order to prevent fraudulent practices resulting from the non-separation of these facilities, they shall be subject to stricter reporting obligations. This shall include the requirement to report all movements of olive oil and olive-pomace oil between oil mills, refineries and extractors located in the facility, and the drafting of an annual report to be sent to the competent control authorities clearly indicating their bulk stocks for each category of oil that they produce, store or sell.
Meanwhile, a ban on placing extra virgin olive oils sold in plastic containers on the retail market has been introduced into the text. This measure serves to promote the exceptional quality of these oils, which belong to the highest category of olive oils. It is considered a mechanism that will considerably improve the image and increase the value of extra virgin olive oils, and which will therefore help to overcome the serious price crisis currently affecting the sector. This measure also has a very positive environmental impact as it helps to reduce the use of plastics, replacing them with an inert material with a much lower impact. This will put the sector on a path towards achieving its sustainable development targets and help the transition to an environmental and sustainable economy. The entry into force of this prohibition is planned for 2024 for containers of up to one litre and for 1 January 2025 for all other containers.
Meanwhile, in view of the problems that may arise in terms of competition, and to ensure consistency with European Union legislation, the rules on permitted tolerance on optional labelling indications have been removed from the text.
In addition, given the tax implications that could derive from the previous definition, the definition of ‘grower’ has been corrected. It is now emphasised that it refers to a farmer, namely the owner of the olive farm, who produces the olives and to which the oil mill exclusively provides milling services, such that the grower retains ownership of the extracted virgin olive oil. At present, the Order of 12 December 1984 regulates the delivery of virgin olive oil by mills to their growers for self-consumption. Mills occasionally supply virgin olive oil directly to growers who previously delivered olives for grinding. Supplies to growers who deliver olives to mills simply involve the delivery of the oil to their owners, since there has been no sale of olives. In such cases, depending on their use of the delivered oil, the grower will either be an end consumer to whom the oil is delivered with all the applicable guarantees, where the oil is for self-consumption, or an operator, where the oil is to be placed on the market. The definition of grower and the provisions that apply to it throughout the text are intended to ensure that the proper obligations are met in either of the two cases of growers.
Likewise, to dispel any doubts that may arise in relation to the definition of operator, a subsection has been introduced in the preamble, clarifying that the definition shall apply to all natural or legal persons that intervene in any way and during any of stage of the production and marketing of olive and olive-pomace oils. This therefore includes olive purchasing centres, cooperatives and mobile oil mills.
It should also be noted that many of the observations have led to minor changes that improve the content and understanding of the legal text.
Attached to this report is an annex containing detailed observations received during the process, along with an evaluation and consideration of each one. 
10. Report from the Interministerial Commission for Food Management 
At the session held by the Plenary of the Interministerial Commission for Food Management on 14 July 2020, the draft Royal Decree adopting the Quality Standard for Olive and Olive-Pomace Oils, having received a favourable report dated 15 July 2020, was submitted to the attendees specified in point 2.1 of the agenda for consideration.
As a result of complaints raised by the sector, an amendment to the text was introduced after that session, increasing the transitional period in relation to the ban on packaging in plastic containers. 
11. Compliance with mandatory procedures in European Union Law 
INCLINE
· Notification to the European Commission in accordance with Directive (EU) 1535/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure for the provision of information in the field of technical regulations and of rules on Information Society services. 
· Similarly, the standard has been notified in accordance with Article 45 of Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011 on the provision of food information to consumers as it contains mandatory provisions on food information.

12. Compliance with mandatory procedures for reporting to the World Trade Organization PENDING
13. Opinion of the Council of State PENDING

VI. IMPACT ANALYSIS

1. Economic and budgetary impact
1.1 Overall economic impact
While the aim of the draft regulation is to improve the quality of oils, as well as to prevent fraudulent practices, it is understood that its general impact on the economy will be positive and will also be boosted by the beneficial effect that the proposed regulation will have on the guarantee of competition.
In terms of the economic impact that approval of the regulation will have on the sector, the main cost will derive from the ban on placing extra virgin olive oils packaged in plastic containers on the retail market, which includes the modifications operators will be forced to make to their packaging lines to adapt them to the new materials or formats used, as well as any other costs derived from the new form of presentation.
1.2 Effects on competition in the market
Since the proposed regulation does not limit the number or variety of market operators, does not restrict the ability of operators to compete and does not reduce their incentives to compete, it is not expected to have negative effects on competition in the market. On the contrary, the effect will be beneficial: ensuring fair competition between industries within the framework of the single market, providing the same conditions to all producers and improving the competitiveness of the sector.
In relation to Law 20/2013 of 9 December 2013 on the Guarantee of Market Unity, the regulation is neutral and contains no provisions that could be considered incompatible with it. On the contrary, the content of the draft – which respects the principles of necessity and proportionality envisaged in that law – provides even greater unity to the market, if possible, as it clarifies the rules to be followed by all operators in the olive oil and olive-pomace oil sector throughout the national territory.
1.3 Analysis of administrative burdens 
Administrative burdens refer to administrative tasks to be carried out by companies and citizens to comply with the obligations deriving from the regulation. 
As regards the possible generation of such burdens by the draft, Article 2(1)(e) of Royal Decree 931/2017 of 27 October 2017 governing the regulatory impact analysis report requires that the content of the same include the ‘detection and measurement of such administrative burdens’. 
Consequently, having conducted a preliminary analysis of the impact of the draft, it has been determined that the main increase in administrative burdens for operators in the sector will derive from the obligation to report all movements of olive oil and olive-pomace oils envisaged in Article 4(3) to the dedicated computer system. According to official sources (Food Information and Control Agency), the quantity of olive oil and olive-pomace oil declared through the Olive Market Information System (SIMO) is 4 million tonnes. Taking into account that the tank capacity of a transport truck is 20 t, there are 200 000 movements per year that must be reported to the system. Since the cost of electronic filing is expected to be EUR 2, the administrative burdens derived from this measure are quantified at EUR 400 000 per year.

Meanwhile, this regulation also places additional administrative burdens on companies that comprise olive mills, refineries or pomace oil extractors not separately located as of the entry into force of the regulation, which shall be required to submit an annual report to the competent control authorities on their traceability records that clearly states their bulk stocks for each category of oil that they produce, store or sell, as provided for in Article 4(4). According to official sources (Food Information and Control Agency), there are 23 companies in Spain that do not meet the facilities requirements provided for in the quality standard, therefore these companies must submit an annual report on their internal traceability records to the competent authority. According to the calculation guidelines, the unit cost of submitting a report is expected to be EUR 500, therefore the administrative burdens for the sector resulting from this measure are quantified at EUR 11 500 per year. 

Regarding the obligation to maintain an internal traceability record, this measure is not anticipated to place any additional administrative burdens beyond those already existing given that, although it is a new obligation, the maintenance of traceability records was already required under the provisions of Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002. Therefore, the obligation introduced is not considered to increase the administrative burdens on companies and citizens. Furthermore, Royal Decree 861/2018 of 13 July 2018 laying down basic regulations with regard to mandatory declarations in the olive oil and table olive sectors, and amending Royal Decree 772/2017 of 28 July 2017 regulating potential viticultural production, establishes the information that is to be reported to the Olive Market Information System (SIMO). Even though this information is reported every month, Article 11 establishes the requirement to maintain a document back-up, as provided for in Annex XI thereto. The same Annex XI requires the daily accounting of inward olives, inward and outward oil and outward pomace. For all these reasons, it is considered that the maintenance of this traceability record imposes no greater burdens on companies than those already in place.
1.4 Budgetary impact
This regulatory draft is an update of Royal Decree 308/1983 to adapt it to technological advances, and does not imply an increase in allowances or salaries or other personnel expenses.
However, the application of this Royal Decree does require the development of a computer system by the Ministry of Agriculture, Fisheries and Food for reporting all transportation of olive oils and olive-pomace oils. This system is to be implemented and managed using the financial and personnel resources of the Ministry of Agriculture, Fisheries and Food.
2. Gender impact
In accordance with the provisions of Law 30/2003 of 13 October 2003 on measures for incorporating the assessment of gender impact into regulatory provisions drawn up by the government, and with Article 19 of Organic Law 3/2007 of 22 March 2007 on equality between men and women, this draft Royal Decree has no gender impact whatsoever and contains no measures that are discriminatory on the basis of gender, which may violate or represent an attack against the principle of equal opportunities between men and women.

3. Impact in regard to equal opportunities, non-discrimination and universal access for persons with disabilities
The draft Royal Decree has no other impacts in regard to equal opportunities, non-discrimination or universal access for persons with disabilities.

4. Family impact
In accordance with the requirements of the tenth additional provision of Law 40/2003 of 18 November 2003 on the protection of large families, introduced by Law 26/2015 of 28 July 2015 amending the system of protection for childhood and adolescence, which establishes the obligation to include the impact of regulations on the family in the regulatory impact analysis reports that must accompany draft laws and draft regulations, this Royal Decree has no impact whatsoever on the family. 

5. Impact on childhood and adolescence
The draft Royal Decree has no impact on the legal protection of minors established in Organic Law 1/1996 of 15 January 1996 on the legal protection of minors, partially amending the Civil Code and the Civil Procedure Law.

6. Other impacts
There is no anticipated impact in terms of equal opportunities, non-discrimination or the universal accessibility of people with disabilities, within the terms set out in the Consolidated Text of the General Law on the rights of people with disabilities and their social inclusion, approved by Royal Legislative Decree 1/2013 of 29 November 2013.
There is also expected to be no additional impact of a social nature.
Regarding the environmental impact of this regulation, it is expected that its approval will have a positive impact deriving from the ban on the use of plastic containers for the marketing of extra virgin olive oils intended for the end consumer, reducing the use of plastic, in line with sustainable development policies.

VII. Ex-post evaluation
Having considered the provisions of Article 28(2) of the Government Law and Article 3 of Royal Decree 286/2017 of 24 March 2017 regulating the Annual Regulatory Plan and the Annual Regulatory Evaluation Report of the General State Administration and creating the Board of Regulatory Planning and Evaluation, due to the nature and content of the regulation, it is considered that the draft regulation is not subject to evaluation based on its results.
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