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EN			EN
COMMISSION DELEGATED REGULATION (EU) …/...
of XXX
supplementing Regulation (EU) 2018/848 of the European Parliament and of the Council as regards additional rules on official controls in organic production 
(Text with EEA relevance)
THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,
Having regard to Regulation (EU) 2018/848 of the European Parliament and of the Council of 30 May 2018 on organic production and labelling of organic products and repealing Council Regulation (EC) No 834/2007[footnoteRef:1], and in particular Article 38 (8) (a) (i) and Article 38 (8) (a) (ii) thereof, [1: 	Regulation (EU) 2018/848 of the European Parliament and of the Council of 30 May 2018 on organic production and labelling of organic products and repealing Council Regulation (EC) No 834/2007, OJ L 150, 14.6.2018, p. 1–92.] 

Whereas:
Regulation (EU) 2018/848 and in particular Chapter VI thereof, lay down basic requirements with regard to official controls and other official activities. In order to ensure uniform conditions for the implementation of this Regulation, detailed rules should be laid down. 
In addition to the rules on official controls laid down in Article 9 of Regulation (EU) 2017/625, for the verification of compliance with Regulation (EU) 2018/848, competent authorities and control authorities or control bodies shall respect additional rules as defined in Regulation (EU) 2018/848.
Consistent with the scope of the empowerment of Article 38 (8) (a) (i) and Article 38 (8) (a) (ii), this regulation provides specific criteria and conditions for the performance of official controls conducted to ensure the traceability at all stages of production, preparation and distribution, and compliance with Regulation (EU) 2018/848 concerning checks of documentary accounts and controls performed on specific categories of operators.
It is appropriate to provide for a date of application of this Regulation that would correspond to the date of application of Regulation (EU) 2018/848.
The measures provided for in this Regulation are in accordance with the opinion of the Committee on Organic Production,
HAS ADOPTED THIS REGULATION:
Article 1
Subject matter and scope
This Regulation sets obligations for competent authorities and control authorities or control bodies by providing specific criteria and conditions for the performance of official controls conducted to ensure the traceability at all stages of production, preparation and distribution, and compliance with Regulation (EU) 2018/848 concerning checks of documentary accounts and controls performed on specific categories of operators.
Article 2
Specific criteria and conditions for the performance of official controls conducted to ensure the traceability at all stages of production, preparation and distribution, and compliance with Regulation (EU) 2018/848 concerning checks of documentary accounts
For the purpose of laying down specific criteria and conditions for the performance of official controls conducted to ensure the traceability at all stages of production, preparation and distribution, and compliance with Regulation (EU) 2018/84 the following rules shall apply:
(a) the competent authorities, or where appropriate the control authority or control body, shall carry out at least one traceability and one mass balance check per activity during each inspection of operators;
(b) for the mass balance check the competent authorities, or where appropriate the control authority or control body shall verify that the organic ingredients or products that were purchased, produced, harvested or managed (livestock) are equal with the final products within a specific time period. However, mass balance check does not require covering all ingredients or products; it may be sample-based. The mass balance check shall also include organic products that are sold on the market as non-organic;
(c) the mass balance check of preparation activities shall include a final products and raw materials mass balance.
For the mass balance check, the competent authorities, or where appropriate the  control authority or control body shall take into account the following information:
(d) the type and quantity of products delivered to the units or premises;
(e) the type and quantity of products stored at the units or premises; 
(f) the type and quantity of products which have left the units or premises;
(g) the type and quantity of purchased and sold products in case of operators who do not store or physically handle such products;  
(h) harvest yield of the previous year;
(i) estimated and actual yield of products harvested, if already harvested for the current year;
(j) characteristics of the process, where relevant, that may result in an increase or decrease in mass 
Article 3
Specific criteria and conditions for the performance of official controls conducted to ensure the traceability at all stages of production, preparation and distribution, and compliance with Regulation (EU) 2018/848 concerning controls performed on specific categories of operators

For the purpose of demonstrating compliance with this Regulation and ensuring the traceability at all stages of production, preparation and distribution, control authority or control body shall perform following additional controls to following specific categories of operators:
1. For the purpose of evaluating the set-up and the functioning of the system for internal controls (ICS) of group of operators, the competent authority or, where appropriate, control authority or control body shall carry out at least annually an audit of the ICS, including audit of the ICS documentation and ICS operating procedures and on-the-spot inspections on a number of members/production sites.
2. During the audit of the ICS of a group of operators the competent authority or, where appropriate, control authority or control body shall determine:
(a) whether the ICS list of members/production sites is updated and aligned with the scope of the group certificate;
(b) whether all members comply with the eligibility criteria throughout their participation in the group;
(c) whether all ICS documentation is in place and accessible by all group members;
(d) whether there is an adequate number of ICS internal inspectors, appropriately qualified and without conflicts of interest;
(e) whether the ICS inspectors have received appropriate training, an introduction training at their appointment and, subsequently, at least an annual training;
(f) whether ICS internal inspections of all group members/production sites have been carried out at least annually and there are ICS internal inspection reports with all required elements including mass balance and traceability checks;
(g) whether new members/production sites have been accepted only after ICS internal inspection and review of the inspection report from the ICS manager;
(h) whether the ICS manager takes appropriate measures towards the members of the group of operators in cases where there is suspected or established non-compliance in accordance of the internal catalogue of measures;
(i) whether the conversion period is monitored;
(j) whether there are undetected non-compliances from the ICS internal inspections and whether they indicate systemic failure of the ICS. 

Article 4
This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the European Union.
It shall apply from 1 January 2021.
This Regulation shall be binding in its entirety and directly applicable in all Member States.
This Regulation shall be binding in its entirety and directly applicable in the Member States in accordance with the Treaties.
Done at Brussels,
	For the Commission
	The President
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