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Rules Governing the Production and Marketing of Plant Reproductive Material of Organic Heterogeneous Material
Subject matter
The present regulation establish rules governing the production and marketing of agricultural species, vegetable propagating material, vine propagating material and fruit plant plant propagating material, in the meaning of Directives 66/401/EEC, 66/402/EEC, 2002/54/EC, 2002/55/EC, 2002/56/EC, 68/193/EEC, 2008/72/EC, 2002/57/EC, 2008/90/EC of  “Organic Heterogeneous Material”, according to article 13(2) of Regulation (EU) 2018/848.
		
(1) [bookmark: _Ref20728050]Breeding methods and Production requirements
This Regulation shall cover organic heterogeneous material which consists of plant groupings, which are generated by one of the following techniques:
(a) [bookmark: _Ref20728069]crossing of five or more varieties or organic heterogeneous material in all combinations followed by bulking of the progeny and exposing the stock to natural and/or human selection in successive generations;
(b) [bookmark: _Ref20728257]growing together at least five varieties or organic heterogeneous material of a predominantly cross-fertilising species, bulking the progeny, repeatedly re-sowing and exposing the stock to natural and/or human selection until plants of the original varieties are no longer present;
(c) [bookmark: _Ref20728082]inter-crossing varieties, accessions from gene banks or organic heterogeneous material using crossing protocols/selection history different from those in (a) or (b) to produce a similarly diverse organic heterogeneous material that does not contain varieties;
(d) [bookmark: _Ref20728207]material, which through several decades of on-farm-management practices across a range of agro-ecological regions has maintained genetic diversity similar to the level achieved by methods (a), (b) or (c) and which is not regulated by Directives 2008/62/EC and 2009/145/EC;
(e) material, which is subject to on-farm-management practices across a range of agro-ecological regions and presents genetic diversity similar to the level achieved by methods (a), (b) or (c) and which is not regulated by Directives 2008/62/EC and 2009/145/EC.

(2) [bookmark: _Ref20728018]Description of organic heterogeneous material
The description of heterogeneous organic material shall include the following elements:
(a) If available, a description of the type of technique used to generate the organic heterogeneous material, with reference, as applicable, to section (1)(a)-(c); or a description of the history of the material and the on-farm management practices with reference to section (1)(d)-(e);
(b) If available, breeding and production method: breeding scheme as defined by the respective protocols, parental material used to breed and produce the organic heterogeneous material, and own production control programme used by the operator concerned;
(c) description of pedo-climatic conditions
(d) If available, a description of its characteristics:
(i) phenotypic characterisation of the key characters described in the notification and of the degree of heterogeneity;
(ii) [bookmark: _Ref20728389]documentation of its characteristics including agronomic aspects which the applicant considers as important such as regards yield, quality parameters, performance, usability for low input systems, resistance to abiotic stress, disease resistance, yield stability, taste or colour;
(iii) any available results from tests concerning the characteristics referred to in point (ii);
(e) region(s) of breeding and production with information on pedo-climatic conditions and year of production.
The information under point 2(a) and (b) for organic heterogeneous material should also be part of the notification of activity to be presented by the operator under Article 34(1) of Regulation (EU) No 2018/848.

(3) Conditions for the production and marketing of plant reproductive material of organic heterogeneous material
Plant reproductive material of organic heterogeneous material may be produced and marketed if the following conditions are satisfied:
(a) the organic heterogeneous material and its plant reproductive material is produced by persons, who have notified their activities according to Article 34(1) of Regulation (EU) 2018/848.
(b) the plant reproductive material belongs to notified organic heterogeneous material listed according to paragraph 4 of Article 13(2) of Regulation (EU) 2018/848;
(c) the description of the organic heterogeneous material contains elements specified with section (2);
(d) the plant reproductive material is identifiable according to sections (4) and (6) and complies with the minimum quality requirements in section (5);
(e) the packaging and information to be provided to users complies with sections (7) 
(f) the information and samples to be kept by professional operators complies with section (8);
(g) where applicable, the maintenance of organic heterogeneous material complies with section (9).

(4) [bookmark: _Ref20728412]Denomination of organic heterogeneous material
(a) Organic heterogeneous material shall have a denomination. The rules on the denomination of varieties, as laid down in Article 9(6) of Directive 2002/53/EC, Article 9 of Directive 2002/55/EC and Article 7 of Directive 2008/90/EC shall apply accordingly for the denomination of organic heterogeneous material.
(b) The word ‘organic heterogeneous material’ shall be added at the end of each denomination.

(5) [bookmark: _Ref20728746]Requirements concerning the crop, the seed, propagating material and of organic heterogeneous material notified according to Article 13(2) of Regulation (EU) 2018/848
(a)	Harmful organisms which reduce the usefulness of the seed and the propagating material of organic heterogeneous material shall be at the lowest possible level. That material shall also comply with the provisions of Regulation (EU) 2016/2031 and the acts adopted pursuant to it concerning the presence, and the measures against, Union quarantine pests, protected zone quarantine pests and Union regulated non-quarantine pests.
[bookmark: _Ref20728533](b)	For the production and marketing of plant reproductive material of organic heterogeneous material of fodder plant species listed in Articles 2(A)(b) and 2(A)(c) of Directive 66/401/EEC, the following provisions shall apply:
(i) Points 1 and 5 of Annex I to that Directive.
(ii) During production and marketing, the seed shall comply with the applicable points in section I(2) and III of Annex II to that Directive. 
(c)	For the production and marketing of plant reproductive material of organic heterogeneous material of vine in the meaning of Directive 68/193/EEC, the following provisions shall apply:
(i) Points (3)-(6) of Annex I to Directive 68/193/EEC;
(ii) Annex II to Directive 68/193/EEC, with the exception of point 1(1);
[bookmark: _Ref20728553](d)	For the production and marketing of plant reproductive material of organic heterogeneous material of cereal species listed in Article 2(1)(A) of Directive 66/402/EEC, the following provisions shall apply:
(i) Points 6 of Annex I to Directive 66/402/EEC.
(ii) Points 2 and 3 of Annex II to that Directive concerning the second generation of certified seed and to certified seed in case of organic heterogeneous material of Zea mays L..
[bookmark: _Ref20728570](e)	For the production and marketing of plant reproductive material of organic heterogeneous material of beet within the meaning of Directive 2002/54/EC, the following provisions shall apply:
(i) Points B (2) and B(3) of Annex I to that Directive.
[bookmark: _Ref20728613](f)	For the production and marketing of plant reproductive material of organic heterogeneous material of vegetable species as listed in Article 2(1)(A) of Directive 2002/55/EC, the following provisions shall apply:
(i) Points 2 and 3 of Annex II to Directive 2002/55/EC shall apply.
(g)	For the production and marketing of plant reproductive material of organic heterogeneous material of seed potatoes in the meaning Directive 2002/56/EC, the following provisions shall apply:
(i) Points 2(a), 2(c), 2(d), point 4 with reference to point 2 of Annex I to Directive 2002/56/EC.
(ii) The requirements for certified seed potatoes from Annex II to Directive 2002/56/EC.
[bookmark: _Ref20728634](h)	For the production and marketing of plant reproductive material of organic heterogeneous material of oil and fibre plants as listed in Article 2(1)(b) of Directive 2002/57/EC:
(i) Points, 4 of Annex I and I.4 and II of Annex II to Directive 2002/57/EC shall apply.
(i)	For the production and marketing of organic heterogeneous vegetable propagating and planting material, other than seed, in the meaning of Directive 2008/72/EC, the following provisions shall apply:
(i) Article 5 of Commission Directive 93/61/EEC.
(j)	For the production and marketing of organic heterogeneous fruit plant propagating material and fruit plants intended for fruit production in the meaning of Directive 2008/90/EC, the following provisions shall apply:
(i) Article 23, except point (1) (a)(b), Article 24 and Articles 26 and 27 of Commission Implementing Directive 2014/98/EU.
(ii) Annex I, part A, Annex II Annex III and the requirements concerning CAC material in Annex IV to Commission Implementing Directive 2014/98/EU.
(k)	Member States may, however, by way of derogation from the provisions of sections (5)(b), (5)(d), (5)(e), (5)(f) and (5)(h) authorize the marketing of seed of organic heterogeneous material which does not satisfy the conditions in respect of germination; to this end all necessary measures shall be taken to ensure that the supplier guarantees a specific germination which shall be stated for marketing purposes, explicitly on the label or directly on the package. 

(6) [bookmark: _Ref20728442]Identification of organic heterogeneous organic material
Organic heterogeneous material shall be identifiable on the basis of the following elements:
(a) the parental material used in the crossing for the creation of the organic heterogeneous material in the case of material (1)(a) - (c);
(b) the production scheme as defined in section (1)(a) - (c);
(c) the description of the history of the material and the on-farm management practices with reference to section (1)(d) - (e);
(d) the region(s) of breeding and production;
(e) phenotypic characterisation of the degree of heterogeneity; and
(f) its characteristics, as referred to in section (2);

(7) [bookmark: _Ref20728457]Packaging and information on the label or the packaging 
Packages shall be sealed in such a manner that they cannot be opened without damaging the sealing system or leaving evidence of tampering on either the seal or the package.
Packages or containers of seeds or plant reproductive material of organic heterogeneous material shall bear a supplier’s label in one of the official languages of the Union which is affixed by the supplier. The label shall be legible, printed or written on one side, not previously been used and easily visible. That label shall include the information set out in Annex I. Its colour shall be green with a pink diagonal line. Instead of a label, the information of Annex I can be directly printed or written on the package.
The supplier shall provide accurate information on the label and not try to deceive a contractor, by any means or process, even through the intermediary of a third party. The deception relates to one of the following elements: 
a) the species, the organic nature, the denomination, the origin, the substantive description of the organic heterogeneous material;
b) the quantity and quality of things delivered;
c) the checks carried out, the instructions for use or the precautions to be taken.

(8) [bookmark: _Ref20728475]Information and samples to be kept by professional operators
In addition to the relevant provisions on records keeping laid down in Regulation 2018/848, any operator producing organic heterogeneous material intended for marketing shall ;
a) keep a copy of the notification submitted in accordance with Article 13  and  a copy of certificate received in accordance with Article 35 of 2018/848  
b) ensure traceability of the organic heterogeneous material by keeping information allowing to identify the other operators which have supplied them with parental seeds, and to whom they have supplied, seeds of organic heterogeneous material.
Documents shall be kept for at least five years.
(a)	The following information shall also be recorded:
(i) name of the species and denomination used for each notified organic heterogeneous material;
(ii) type of organic heterogeneous material as referred to in section 1;
(b)	The information shall be made available on request to the responsible official bodies referred to in Directives 66/401/EEC, 66/402/EEC, 68/193/EEC, 2002/53/EC, 2002/54/EC, 2002/55/EC, 2002/56/EC, 2002/57/EC, 2008/72/EC and 2008/90/EC.

(9) [bookmark: _Ref20728494]Catalogue of organic heterogeneous material
(a) Member States shall officially publish the list of organic heterogeneous material notified in their territory and the name of the person or persons responsible for the maintenance of the material. 
(b) When several persons are responsible for the maintenance of organic heterogeneous material, the names need not be published. 
If the names are not published, the list shall indicate the authority holding the list of names of persons responsible for maintenance of the organic heterogeneous material. That maintenance shall be in accordance with accepted practices for the species concerned.
The person responsible for the maintenance of the organic heterogeneous material shall keep records concerning that maintenance.

(11) Official post-marketing control
The fulfillment of the requirements concerning identity and, where applicable, germination, analytical purity and the content of seeds of other species shall be subject to the official post-marketing control by check testing carried out by the responsible official bodies referred to in Regulation (EU) No 2018/848. Testing of germination and analytical purity shall be carried out according to international standards in official seed laboratories.

ANNEX I
INFORMATION TO BE SET OUT ON THE SUPPLIER'S LABEL OR INSCRIPTION ON THE PACKAGES PROVIDED FOR IN SECTION (7) 
Required information
1. The denomination of the heterogeneous material with the phrase ‘Organic heterogeneous material”
2. EU rules and standards;
3. the name and address of the producer responsible for affixing the label, or its registration code;
4. Member State and region of production;
5. Reference number given by the person responsible for affixing the labels;
6. month and year of sealing expressed thus: ‘sealed …’ (month and year);
7. species, indicated at least under its botanical name, which may be given in abridged form and without the authors names, in roman characters;
8. declared net or gross weight, or declared number in case of seeds;
9. where weight is indicated and pelleting substances, or other solid additives are used, the nature of the additive and also the approximate ratio between the weight of pure seeds and the total weight;





