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COMMISSION IMPLEMENTING REGULATION (EU) …/...
of XXX
laying down detailed rules for implementation of Regulation (EU) No 2018/848 of the European Parliament and of the Council on controls and other measures ensuring traceability and compliance 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 28(3), Article 29(8), Article 36(4), Article 38(9), Article 39(2), Article 41(5) and Article 43(7) 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 III thereof, lays down general production rules for organic products, including provisions on precautionary measures to avoid the presence of non-authorised products and substances as well as provisions on measures to be taken in the event of presence of non-authorised products and substances. 
In line with the empowerment defined in Article 28(3)(a) and in order to ensure quality, traceability and compliance with Regulation (EU) 2018/848; this regulation lays down uniform rules to specify the procedural steps to be followed by an operator in the case of a suspicion of non-compliance and the relevant documents.   
In line with the empowerment defined in Article 29(8) and in order to ensure uniform conditions for implementation of Regulation (EU) 2018/848; this regulation lays down uniform rules to specify the methodology on detection and evaluation of the presence of non-authorised products and substances, and as regards details and format of the information to be transmitted by Member States to the Commission and other Member States concerning results of investigations on the presence of non-authorised products or substances. 
Regulation (EU) 2018/848 and in particular Chapter V thereof, lays down rules for certification ensuring that organic production is credible.  
In line with the empowerment defined in Article 36(4) and in order to ensure uniform conditions for implementation of Regulation (EU) 2018/848; this regulation lays down specific rules concerning composition and dimensions of groups of operators, as regards the relevant documents and record-keeping systems, as regards the system for internal traceability and the list of operators, and as regards the exchange of information between groups of operators and competent authorities, control authorities or control bodies and the exchange of information between the Member States and the Commission.  
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 line with the empowerment defined in Article 38(9) this regulation provides the minimum percentage of all official controls of operators and groups of operators that are to be carried out without prior notice, the minimum percentage of additional controls, the minimum number of samples as well as the minimum number of operators that are members of a group of operators. These rules ensure appropriate verification of compliance with Regulation (EU) 2018/848.  
In addition to the obligations laid down in Article 15 of Regulation (EU) 2017/625, operators and groups of operators shall respect additional rules as defined in Regulation (EU) 2018/848. Consistent with the scope of the empowerment of Article 39(2), this regulation provides details and specifications regarding the records for demonstrating compliance with Regulation (EU) 2018/848 and the communications that are necessary for official controls. 
In order to ensure a uniform approach on their territories, it should be solely up to the competent authorities to provide for a catalogue of measures to be taken in cases of suspected or established non-compliance. Nonetheless, in line with the empowerment defined in Article 41(5) and in order to ensure uniform conditions for implementation of Regulation (EU) 2018/848; this regulation specifies uniform arrangements for the cases where competent authorities are to take measures in relation to suspected or established non-compliances.   
Consistent with the scope of the empowerment of Article 43(7), this regulation specifies the information to be provided by the competent authorities, control authorities and control bodies in charge of the official controls and other official activities, the relevant recipients of that information and the procedures in accordance with which this information is to be provided.
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:






Chapter I
Presence of non-authorised products or substances
section 1 
Precautionary measures to avoid the presence of non-authorised products and substances  
Article 1
Procedural steps to be taken by operators in the case of a suspicion due to the presence of non-authorised products or substances and relevant documents to be provided by operators
In order to check whether the suspicion can be eliminated or establish that the suspicion is substantiated in accordance with point (b) of article 28(2) of Regulation (EU) 2018/848, the operator shall take into account the following elements:
Where the suspicion concerns an incoming organic product or substance, the operator shall check the following: 
whether the information on the label of the product and the information on the accompanying documents match, 
whether the certificate provided by the supplier refers to the product actually purchased,
whether the supplier has already investigated the case and can provide accredited laboratory results which allow conclusions to be drawn about the lot/batch in question;
Where there is a suspicion that the presence of the unauthorised product or substance occurred while under the control of the operator, the operator shall investigate any possible cause for presence of not authorised product or substance;
Where the operator had suspicion about the specific product or substance in the past, the operator shall check how it was investigated previously. This could include if there was any operator non-compliance identified or if the presence was a result of unavoidable contamination.
Article 2
Relevant documents to be provided by operators in the case of a substantiated suspicion of non-compliance due to presence of a product or substance that is not authorised in organic production
When the operator informs the competent authority or, where appropriate, the control authority or control body in accordance with point (d) of Article 28(2) of Regulation (EU) 2018/848 about a substantiated suspicion, it shall provide the supporting documents for the points (a) to (c) of Article 1 of this Regulation, where available and appropriate as well any other relevant document to clarify the case. 

section 2 
methodology for the detection and evaluation of the presence of non-authorised products or substances 
Article 3
The methodology to be applied by competent authorities, or, where appropriate, by control authorities or control bodies for detection and evaluation of the presence of non-authorised products and substances
1. For the purpose of the methodology referred to point a of Article 29(8) of Regulation (EU) 2018/848, the competent authority, or, where appropriate, the control authority or control body shall use the following tools:
Investigation; 
Sampling; 
Laboratory analysis;
Interpretation of results; 
Enforcement decision.
1. The competent authority, or, where appropriate, the control authority or control body can use the tools of paragraph 1 in any order, together or separately, depending on the situation.
Article 4
Investigation
1. When the competent authority or, where appropriate, the control authority or control body receives information about the presence of non-authorised products and substances pursuant to Article 9(3) of Regulation (EU) 2018/848 from an operator in accordance with point (d) of Article 28(2) of Regulation (EU) 2018/848, it shall check whether the information is supported by the relevant documents in accordance with Article 2 of this Regulation.
2. If the outcome of the preliminary assessment described in paragraph (1) is that the suspicion is not substantiated the competent authority or, where appropriate, the control authority or control body shall write a close out note with the conclusion of the preliminary assessment, informs the operator accordingly and immediately ends the provisional prohibition of the placing on the market of the product concerned in accordance with Article 29 (1) (b) of the Regulation (EU) 2018/848.
3. If the outcome of the preliminary assessment described in paragraphs (1) is that the suspicion is substantiated the competent authority or, where appropriate, the control authority or control body shall conduct an official investigation in accordance with point (a) of Article 29(1) of Regulation (EU) 2018/848 with the aim to draw a conclusion on the elements of Article 29 (2) points (a), (b) and (c).
4. For the purpose of the official investigation in accordance with point (a) of Article 29(1) of Regulation (EU) 2018/848, the competent authority or, where appropriate, the control authority or control body shall use the methods and techniques referred to in Article 14 of Regulation (EU) 2017/625. 
5. In order to conduct the investigation efficiently and in reasonable time, the competent authority or, where appropriate, the control authority or control body shall determine the investigation scope, set a timeline, decide on the provisional prohibit of the placing on the market of the product concerned in accordance with Article 29 (1) (a) of Regulation (EU) 2018/848, gather evidence, record the information, write the investigation report and close the investigation.
6. The investigation report shall include concluding remarks if the presence of the unauthorised product or substance was avoidable and comment on the points (a), (b) and (c) of the Article 29 (2) of Regulation (EU) 2018/848, or if it was unavoidable, such as a result of adventitious or technically unavoidable contamination. If the cause cannot be identified through the course of the investigation the product, supply chain and operator shall be subject to additional controls and sampling as additional monitoring measures. Where possible the investigation shall establish the following:
0. The extent of the presence of the non-authorized product or substance, if appropriate (quantities, lots, other products affected);
Whether other operators in the supply chain are affected; 
If applicable: Whether other operators in the supply chain have used the same non – authorised products or substances;
Whether the source of presence of the non-authorised products or substances was inside the control of the operator concerned, and whether it can be eliminated and after how long;
Whether the presence of the non-authorised products or substances was the result of intentional use in the organic farm or application drift from neighboring farm;
Whether the operator has not taken measures in response to relevant previous requests from the competent authority or, where appropriate, by the control authority or the control body;
Whether the precautionary measures put in place by the operator are still proportionate and appropriate to avoid the risk of contamination with the implicated unauthorised product or substance.
7.  	The competent authority or, where appropriate, the competent authority or control body shall close the investigation in one of the following ways:
0. Elimination of the suspicion and immediate ending of the provisional prohibition of the placing on the market of the product concerned based on Article 29 (1) point (b);
Enforcement decision;
Referral of the case to the competent authority for organic farming and/or other control authorities or/and control bodies for further investigation.
Article 5
Sampling and laboratory analysis 
For the purpose of the investigation of the case of a suspicion due to the presence of non-authorised products or substances the competent authority or, where appropriate, the control authority or control body shall carry out sampling and laboratory analysis with the following objectives:
(a) To confirm the presence of non-authorised products or substances in the lot/batch of the product concerned if still available. For this purpose the competent authority or, where appropriate, the control authority or control body shall take samples that:
i. are taken from clearly defined lots/batches, 
ii. fully represent the lot/batch concerned; 
(b) To identify the source of the contamination. For this purpose and where relevant, the competent authority or, where appropriate, the control authority or control body shall take samples from the field that:
i. include soil and tissue/crop, 
ii. fully represent the entire field and crop;
(c) To discriminate between the intentional use in the organic farm and the application drift from the neighbouring farm. For this purpose the competent authority or, where appropriate, the control authority or control body shall take two samples. First sample shall be is taken along the edge of neighbouring conventional farm on the side from where there is drift and the second one from centre of the organic field at a distance where drift is unexpected. 
Article 6
Interpretation of results
1. The presence of non-authorised products or substances is established when the result from the laboratory analysis exceeds the reporting limit (>RL mg/kg) as defined in the EU document SANTE 11813/2017.
2. For the purpose of discrimination between the intentional use in the organic farm and the application drift from the neighbouring farm, if the residue level at the edge of the conventional farm is more than in the centre of organic field, it is assumed that the residues are resulted from application drift.
Chapter II
Certification
section 1
Group of operators  
Article 7
The composition and dimension of group of operators
1. The members of the group of operators shall be self-organised into a certain type of legal entity by the means of written contracts for the purpose of certification.
1. The legal entity shall ensure that only operators which comply either with one of the size requirements provided in section (i) of point (b) of Article 36(1) or with one of the size requirements provided in section (ii) of point (b) of Article 36(1) of Regulation (EU) 2018/848 are allowed to become and remain members of the group covered by group certification. 
1. The maximum size of group of operators shall be 1000 members.

Article 8
The documents and record-keeping system, the system of internal traceability and the list of operators
In addition to the obligations laid down in Regulation (EU) 2018/848 and in Chapter III of this Regulation, the additional rules for documents and records keeping shall apply to groups of operators.
1. Documents related to the management of the group of operators:
(a) Description of the legal entity which represents the group of operators;
(b) Signed membership agreements between each member of the group and the legal entity;
(c) List of the members/production sites under the responsibility of the ICS.
2. Documents related to the Internal Control System (ICS):
(a) ICS manual, that includes at least the following elements:
title and table of contents, 
scope of the system for internal controls,
description of system for internal controls, 
quality policy statement, 
version number and last approval date;
(b) ICS operating procedures which shall include at least the following elements:
title, 
scope, 
responsibilities,
records;
version number and last approval date
(c) The internal inspections reports shall be signed by the member of the group and the ICS internal inspector and shall include at least the following information:
· a name of the member and location of the production site subject to the on-the-spot inspection,
· date and duration of the inspection,
· total land surface under the management of the member, including the conventional parcels,
· list of organic crops with their respective parcels and previous years’ yields,
· estimated yield and date of the harvest,
· findings;  
(d) Records of trainings of members of the group, including the date of the training, the subject and the trainer;
(e) Records of non-compliances, measures taken and follow-up actions arising from both internal inspections and external audits;
(f) Records of appeals and complaints.

Article 9
The exchange of information between a group of operators and the competent authority or authorities, control authorities or control bodies, and between the Member States and the Commission
In addition to the obligations laid down in Regulation (EU) 2018/848 and in Chapter III of this Regulation, the following additional rules shall apply to groups of operators.
1. The ICS manager shall notify the competent authority or, where appropriate, the control authority or control body on a monthly basis the following information: 
(a) Acceptance of a new member/production site; 
(b) Withdrawal of a member/production site from the group; 
(c) Prohibition of placing on the market of non-conforming product as organic or in-conversion, including name of operators, quantities and lot/batch information;
(d) Re-starting of conversion period, including information on land parcels; 
(e) Summary of the findings identified during the internal inspections.
2. The control authority or control body responsible for the certification of the group of operators shall notify the competent authority within 15 working days about withdrawal of the certificate. In case the group of operators has been certified by a control authority or control body, which has been recognised in accordance with article 46 of Regulation (EU) 2018/848, the notification shall be sent only to the Commission. 

Chapter III
Official controls and other official activities 
section 1 
Additional rules on official controls and actions to be taken by the competent authorities 
Article 10
Additional rules on official controls 
In line with Article 38(4) of Regulation (EU) 2018/848, the following specific rules on official controls for verification of compliance shall apply:
0. minimum 10% of all official controls of operators are carried out without prior notice every year;
0. minimum 10% of additional controls to those referred in paragraph 3 of Article 38 of that Regulation are carried out;
0. minimum of 5% of the number of operators under the control of a single control authority or control body are subject to sampling every year; 
minimum 5% of operators that are members of a group of operators are controlled, where minimum 10% of additional controls are carried out every year and minimum 10% of all official controls of members are carried out without prior notice every year.

section 2
Additional rules on actions in case of non-compliance 
Article 11
Uniform arrangements for the cases where the competent authority are to take measures for cases in relation to suspected or established non-compliance
1. When laying down a common catalogue of measures, the competent authorities shall address at least the following elements:
0. Type/description of non-compliances;
Legal references related to non-compliances;
Classification of non-compliances according to their severity, taking into account, inter alia, intentionality or negligence, effect on organic status of products, possibility to correct non-compliance and repetitiveness of non-compliance;
Type of measures in relation to suspected or established non-compliance;
Administrative process (Decision making process);
Follow-up.
For the purpose of developing a common catalogue of measures, the competent authorities may use the detailed uniform arrangements set out in Annex I to this Regulation.

section 3
Additional rules on the exchange of information
Article 12Information to be provided by the competent authorities, control authorities and control bodies on charge of official controls and other official activities
1. Where a Member State finds non-compliance relating to the application of Regulation (EU) 2018/848 with regard to a product coming from another Member State and labelled as referred to in Chapter VI of that Regulation, it shall notify the Member State which designated the control authority or approved the control body involved, the other Member States and the Commission without delay via the system referred to in Article 43(1) of that Regulation. 

 	The notified Member State shall inform about the results of the investigation and of the actions taken by replying to the original notification. The reply shall be sent within 30 calendar days from the date of the original notification. 

 	The Member State which sent the original notification may ask the replying Member State for additional information, if needed. In any case, after receiving a reply or additional information from a notified Member State, the Member State which sent the original notification shall make the necessary entries and updates in the system referred to in Article 43(1) of that Regulation.

1. Where a Member State finds non-compliance as regards compliance of the products imported in accordance with Chapter VII of Regulation (EU) 2018/848, it shall notify the third country involved or, when appropriate, recognised control authority or recognised control body involved, the other Member States and the Commission without delay via the system referred to in Article 43(1) of that Regulation.
 	The notified third country or, when appropriate, recognised control authority or recognised control body, shall inform about the results of the investigation and of the actions taken by replying to the original notification. The reply shall be sent within 30 calendar days from the date of the original notification. 

 	The Member State which sent the original notification may ask the replying third country or, when appropriate, recognised control authority or recognised control body, for additional information, if needed. In any case, after receiving a reply or additional information from a notified third country or, when appropriate, recognised control authority or recognised control body, the Member State which sent the original notification shall make the necessary entries and updates in the system referred to in Article 43(1) of that Regulation.
1. Where a control authority or control body finds non-compliance affecting the organic status of products, it shall without delay inform the competent authority of the Member State which designated or approved it in accordance with Article 40 of Regulation (EU) 2018/848. 
 	That competent authority may require, on its own initiative, also any other information on non-compliances.

	In case of non-compliance found with regard to products under the control of other control authorities or control bodies, it shall also inform those authorities or bodies without delay.
1. When a control authority or control body receives the sampling results from the laboratory indicating any presence of residue of non-authorised products and substances that are above LOD level, it shall immediately transmit these results to the competent authority together with information about the decision taken in relation to the product and operator. In case the operator or product concerned was under the control of other control authorities or control bodies, these other bodies shall be also informed when relevant.

Chapter IV
Final rules 
Article 13
Entry into force
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.
Done at Brussels,
	For the Commission
	The President
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Annex I
Uniform arrangements for the cases where competent authorities are to take measures in relation to suspected or established non-compliance

1. When defining legal references related to non-compliances, the competent authorities may refer to the production rules of chapter III and annex II of the Regulation (EU) 2018/848. 
6. Classification of non-compliances
2.1. 	The criteria to determine the category of non-compliance may be the following:
whether the non-compliance is intentional;
the efficiency of the operators’ self-control system, where it is required and, or is in place;
(c)    whether the integrity of organic or in-conversion product/process is affected or not, as it is defined in article 3 (74) of Regulation (EU) 2018/848;
whether the traceability information is available. 
2.2. 	When defining classification of non-compliances, the competent authorities may select from the following categories:
minor non-compliance;
major non-compliance;
critical non-compliance;
2.3. 	For the purpose of classification of non-compliances, the following indicators may be used:
(a) Minor non-compliance can be defined when: 
i. the non-compliance is not intentional,
ii. the operators’ self-control system, where it is required and, or is in place, address the risks relevant of being compliant,
iii. the non-compliance does not affect the integrity of the organic or in-conversion product/process,
iv. the traceability information is available;
(b) Major non-compliance can be defined when:
i. the non-compliance is not intentional,
ii. the operators’ self-control system, where it is required and, or is in place, does not address the risks relevant of being compliant,
iii. the non-compliance affects the integrity of the organic or in-conversion product/process,
iv. the operator did not correct in a timely manner a minor non-compliance,
v. the traceability system can locate the affected product(s) in the supply chain and prohibition of placing products on the market with reference to organic production is possible;
(c) Critical non-compliance can be defined when:
i. the non-compliance is intentional,
ii. the operators’ self-control system, where it is required and, or is in place, does not address the risks relevant of being compliant,
iii. the non-compliance affects the integrity of the organic or in-conversion product/process, 
iv. the operator fails to correct previous major non-compliances or repeatedly fails to correct other categories of non-compliance (recidivism),
v. there is no information from the traceability system to locate the affected product(s) in the supply chain and prohibition of placing products on the market with reference to organic production is not possible.
3. Measures
The competent authorities may correspond measures to non-compliances as follows: 
	Type of non-compliance
	Measure

	Minor non-compliance
	Correct the non-compliance and prevent further occurrences of such non-compliances

	Major non-compliance
	Decertification of products from in-conversion and organic status to conventional
Prohibition of placing product on the market which refer to organic production for a given period
Reconversion


	Critical non-compliance
	Decertification of products from in-conversion and organic status to conventional
Prohibition of placing product on the market which refer to organic production 
Reconversion
Reduction of the scope of the certificate
Suspension of the certificate
Withdrawal of the certificate


4. Administrative process
The competent authorities may instruct the control authority or control body to apply the following decision making process:
(a) Appointment of a case handler from the senior staff of the control authority or control body;
(b) The case handler reviews all available material, including inspection reports, investigation reports and evidence collected during inspection and prepares a notice detailing any measure that the case handler may be minded to impose;
(c) The operator concerned is invited to make written and/oral comments in respect of any measure that the case handler has proposed within a given period;
(d) The case handler gives to the operator concerned the decision.
5. Follow up 
The competent authorities may instruct the control authority or control body to follow up cases of non-compliances in the following ways:
(a) Carry out additional inspections to verify the implementation of the corrective actions;
(b) Monitor the suspended /withdrawn operators to verify that they do not re-enter the organic control system earlier than the conditions for the suspension of withdrawal of the certificate provide.
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