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ANNEX
2023/0227 (COD)
Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on the production and marketing of plant reproductive material in the Union, amending
Regulations (EU) 2016/2031, 2017/625 and 2018/848 of the European Parliament and of the
Council, and repealing Council 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 (Regulation

on plant reproductive material)

k%%

Polish Presidency drafting suggestions on Articles 2 and 3, and Presidency
revised text on Articles 15 to 38 and Annex V in view of the meeting of the
Working Party on Genetic Resources and Innovation in Agriculture (Seeds,

Propagating and Planting Materials) on 26 and 27 March 2025

Article 2, paragraph 4
NEW
(1) PRM marketed by non-profit organisations and networks other than gene banks,

with a purpose defined in their articles of association or other equivalent document

of conserving plant genetic resources, to any natural or legal person, under the

condition that those organisations and networks have notified their activity to the

competent authority and the respective PRM is identified as such through

appropriate labelling:]
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Article 3

NEW proposal

(35a) ‘sene bank’ means an organisation officially recognised in accordance with national

rules, with an objective, set out in the organisation’s articles of association or other

equivalent document, of conserving plant genetic resources for the continued public

availability of those resources for research and breeding;

skoksk

Article 15
Official label

1. Pre-basic, basic and certified seed and material and-seed shall be identified, and their
compliance with this Regulation shall be attested, through an official label, issued by the

competent authority confirming that the requirements referred to in Article 7 have been
fulfilled.
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2. The official label shall be issued by the competent authority and bear a serial number, given

by the competent authority. Fhatlabel shall-ensure-the-untque-identitication-and-traceability
ofthetespeetivedot

It shall be printed by:
(a) the competent authority; or

(b) the professional operator; under the official supervision of the competent authority,

when the professional operator is authorised to carry out such printing in accordance

3. The official label shall be affixed to the outside of the individual plant, bundle, package or

container, or printed indelibly on the package or container, by the professional operator

under the official supervision of the competent authority. Fhe—professional-operator—may

4a. The official label may contain some of the information in digital form be—issued—in
| o g o ic-official labeb).
5. The Commission is empowered to adopt delegated acts in accordance with Article 75,

supplementing this Article by establishing thefeHewing rules on the following:

(a) the digital recording and-eolleetion of actions leading to the issuance and printing

of official labels digital-data-on-the-certification-aetivities-earried-out-by-professional
operators and competent authoritics in order to issuc the clectronic labels:
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(b) the establishment of a centralised platform that connects the Member States and the
Commission to facilitate the processing of, access to, and use of the information

referred to in point (a);

(ba) the data that may be provided in digital or physical form as appropriate for the

specific type of PRM: and

(c) the technical arrangements for the issuance of eleetrenie the official labels and their
its format and content eftheselabels.

issued: Information may only be provided in the official label in digital form once such

delegated acts have entered into aplication.

Article 16

Operator’s label

operator-s—responsibility; Standard seed and material shall be identified through an

operator’s label:

2 Fthat label-shall attests that-the PRM-referred-to-in-paragraph-1 their ecomplies compliance
with the production and marketing requirements referred to in this Regulation Article 8 on
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3. The operator’s label shall be issued, printed and affixed by the professional operator;-erby
tbh i to the outside of the

individual plant, bundle, package or container.

3aa. The operator’s label may contain some of the information in digital form.

[3a. The Commission is empowered to adopt delegated acts in accordance with Article 75,

supplementing this Article by establishing rules on:
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(a)the recording and collection of digital data on the activities carried out by professional

operators in order to issue the-eleetronie operator’s labels;

(ba) the data that may be provided in digital or phvsical form as appropriate for the

specific type of PRM: and

(b)the technical arrangements for the issuance of eleetrenic_operator’s labels and its the
format and content eftheselabels.

Information may only be provided in the operator’s label in digital form once such

delegated acts have entered into aplication.]

Article 17
Content and characteristics of labels

1. The official label and the operator’s label; shall be written in at least one of the official Ynten
languages of the Union. Cempetent—authorities—may—request—the—professional-operator

2. The official label and the operator’s label shall be legible, indelible, made of material strong
enough to prevent damage in ordinary use, not modifiable if tampered with, not reusable,

printed on one side, unused, and easily visible.

2a. Adhesive label may be used where there is no risk that it can be re-used. In the case of

official labels, the use of adhesive labels shall be authorised by the competent authority.

3. Where applicable, the official label and the operator’s label, apart from the elements to be
adopted pursuant to mentioned-in paragraph 4, shall may include in any an appropriate

space, additional information concerning:
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D olant health i . y Lot 016/2031:

(¢) any ether applicable Union rules related to production and marketing

requirements, other than the ones set out in this Regulation:=er

Such information shall be presented in a legible way in letters not larger than those used for

the content of the official label or the operator’s label as referred to in paragraph 4. Fhat

3a. The competent authority may allow the professional operators to_indicate at the
periphery of the official label information other than the content referred to in
paragraph 4. and other than advertising material, placed in an area of a size not larger
than 20 % of the total area of the official label, bearing the title ‘Non official
information’. Such information shall be in letters not larger than those used for the
content of the official label as referred to in paragraph 4.

4. The Commission shall, by means of implementing acts, specify the content, size, colour and
form of the official label er and the operator’s label, as applicable, in relation to the
respective categories or types of PRM.

@ [...]
® [...]
© [..]
d [...]
e [...]
o [..]
@ [-]
(th)y [...]
1O [...]
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@ L[]

k) [...]
@[]
(m) [...]
m [..]

Fhat Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 76(2).

Article 18

Referencetolots

[..]

Article 19 to become Article 77a
Non-compliance of PRM with production and marketing requirements

In the case where effietal controls carried out by the competent authority during the production and

marketing of PRM show th

have-noet-been—produced-or-marketed—within—the Unten—n its non-compliance with the respective
requ1rements referred to in Amelesq—S—ew—eH%th%e&S%wher%ﬂHaﬂetal—}éeﬂmlfaﬂd—vaﬂem%

Regulation, the competent authoritytes shall ensure that the professional operator eencerned takes

the necessary corrective actions eeneerning with regard to the that PRM eencerned and its premises

and production methods, as appropriate. Those actions shall aim at achieving one or more of the

following elements:
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(a)

(b)

(©)

the PRM concerned complies with the respective requirements;
the PRM concerned is withdrawn from the market or is used as material other than PRM;

with the exception of standard seed or standard material, the PRM concerned is produced or

marketed under a lower category, in accordance with the requirements applicable for that

categorys

Article 20 to become Article 6a

PRM to be only produced and marketed as pre-basic, basic or certified seeds or material

PRM belonging to the genera or species as indicated in column 5 [X] of Annex [ may only

be produced and marketed as standard pre-basic, basic or certified seed or material. PRM

The Commission is empowered to adopt a delegated acts in accordance with Article 75 in

order to amend column 5 [X]of Annex L.

The delegated acts referred to in the first subparagraph shall remeve-add a genus or a species

from to column 35 [X] of Annex I if both of the following conditions are fulfilled:

(a) there is a need for higher gguarantees for the quality of PRM belonging to that genus

or species; and-

(b) the costs of the certification activities, necessary to produce and market the respective

PRM as pre-basic, basic and certified seed or material are proportionate:

(1) to the purpose of ensuring food and feed security, or ensuring high value of

industrial processing; or

(i) to the economic, phytosanitary and environmental benefits deriving from the

highest standards concerning identity and quality of the PRM, resulting from the

7109/25
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compliance with the requirements for pre-basic, basic and certified PRM

compared to those for standard seed-PRM.

Fhat The assessment of proportionality referred to in the first subparagraph of point (b)

shall be based on an overall assessment of the following elements in combination:

@ the importance of the respective genus or species for the Union food and feed
security;
(ii) the volume of its production in the Union;
iii its demand by the professional operators and operators of the food/feed industry;

(iv) the costs of the production of pre-basic, basic and certified PRM compared to the

cost of production of other PRM of the same genus or species; and

[\49) the economic, phytosanitary and environmental benefits derived from the
production and marketing of pre-basic, basic and certified seed-ermaterial PRM

compared to those for standard ether PRM of the same genus or species.

The delegated acts referred to in the first subparagraph shall add remove a genus or a species
te from column 5 [X] of Annex [, if one of the conditions set out in the second subparagraph,

point (b), points (i) and (i), is not fulfilled.
SECTION 6
SPECIFIC REQUIREMENTS FOR MIXTURES OF SEEDS; RE-PACKAGING-OFSEEDS

AND-CONTFROLPLOFTFESTS FORSEEDS

Article 21

Mixtures of seeds

1.
Sseed of various genera or species listed in Annex I, as well as of different varieties of those
genera or species belonging to any of the categories referred to in Article 6(1) without
brejudice-toRegulatton (EEHNo-1HH4 H4-e++h ¢ anParlta 3 £
may be preduced—and marketed in the Union—iftheseeds;—priorto—mixing—fullfil-the
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e- as a mixture of

those genera, species or varieties.

la. Mixtures referred to in paragraph 1 ef-seeds may also be—produced—from include

commercial seed subject to Article 32a and seed certified on the basis of provisional

analysis regarding gsermination subject to Article 34.

1b. The seeds-includedinthese-mixtares Mixtures shall be accompanied by:

(a) an official label, where the mixture consists only efeertifted-seed-or of categories
referred to in Article 6(1), points (a), (b) and (c¢), or seed subject to Article 34; or

(b) an operator’s label, in all other cases.

By way of derogation from point (a), a mixture referred to in that point may be marketed

in small packages accompanied by an operator’s label.

1c. For-thepurpeses—of-the-second-subparagraph;peint(ay;,tThe professional operators shall

submit to the competent authority, upon request, the list of eonstituentspeetes-and-varieties
components of the mixture and their ratios, for verification of eligibility of those warieties

components.

2. Mixtures ef-seeds—referred—to—in—paragraph— may only be produced by a professional

operators, which are-is authorised for that purpose by the competent authority. In order to
receive an authorisation for the production of such mixtures, the professional operators shall

fulfil the following requirements:

(a) having installed suitable mixing equipment and appropriate procedures ensuring that
the finished mixture is uniform and the stated ratio between the component varieties

in each container can be achieved;

(b) having a person in charge who has direct responsibility for the mixing and packaging

operation; and
(c) maintaining traceabiity records of seed mixtures and-theirintended-use.

3. The mixing and packaging operation of the seeds referred to in paragraph 1(b), point (a),

shall be carried out under the supervision of the competent authority.
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3a.

The mixing operation shall be carried out in a manner to ensure that there is no risk of
presence of seeds not intended for inclusion and that the resulting mixture is as homogeneous

as possible.

{By way of derogation from paragraph 1,-seed-intendedfor—orusedin,—mixtures—may-be

Fhese mixtures may include seed of genera or species not listed in Annex I without prejudice
to Regulation (EU) No 1143/2014 of the European Parliament and of the Council and

subject to the requirements as referred to in paragraphs 1c, 2 and 3aa.

The Commission may, by means of implementing acts, specify, on the basis of technical and

scientific developments and the experience gained from the application of this Article, the

rules concerning:

7109/25
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(a) the mixing equipment and procedure;

(aa) sealing, packaging, including maximum size of small packages, and labelling; and

(ab) content, size, colour and form of the official label and operator’s label-; and

a . Lot simes. & - : | variotios ]

(c) in case of mixtures referred to in paragraph 3a, possible applicable use.

Those implementing acts shall be adopted in accordance with the examination procedure referred to

in Article 76(2).

This Article shall not apply to preservation mixtures as referred to in Article 22.

Article 22
Preservation mixtures

By way of derogation from Articles S to 12, 14 and 21(1) to (4), Member States may decide

to_autherise allow the production and marketing, in their territories, or part of those

territories, of seed-intendedfor,-orusedin-a mixtures of various genera or species listed in

Annex [, as well as of genera or species; not listed in that Annex, without prejudice to

Regulation (EU) No 1143/2014 ef-the EurepeanParhament-and-ofthe- Couneil, if such a

mixture fulfils all-ef the following conditions:

(a) 1t contributes to the conservation of genetic resources, or the restoration of the natural

environment; and

(b) 1t is naturally associated with a particular region (‘region of origin’) eentributing-te

Such mixture constitutes a ‘preservation mixture’ and-this-shall be-mentioned-onitstabel.

Preservation mixtures efseeds referred-to-nparagraph+ may only be produced and

marketed by professional operators who are authorised for that purpose by the competent

authority.

7109/25
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Preservation mixtures shall be marketed only in their region of origin and

accompanied by an operator’s label with the indication ‘Preservation mixture’, and

the indication of that region.

2. The Commission is empowered to adopt a delegated acts; in accordance with Article 75,
amendingAnnex-V supplementing this Article with requirements concerning the-feewing
elemrents:

(aa) the designation of the region of origin;

(ab) the use of certain species in preservation mixtures;

(ac) the authorisation of professional operators;

(a) autherisationrequirements—formixtures—of seeds the production of preservation
mixtures collected directly from a natural place belonging to a defined region of
origin, for the conscrvation and restoration of the natural cnvironment (directly
harvested preservation mixtures);

(b) autherisationrequirements—for the production of multiplied preservation mixtures;

o c : es:

(d [..]

f . o] horisati 4l cessional '

() the reporting obligations for professional operators; and

(g) inspection, sampling, testing and other activities carried out by the competent
authority.

2a. The Commission may, by means of implementing acts, adopt specific requirements

concerning packaging, sealing, content, size, colour and form of the—effictal label-and
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operator’s label-packagingas—wel-as-the-content-ofeertainspeeies. Those implementing

acts shall be adopted in accordance with the examination procedure referred to in Article

76(2).

Professional operators shall report to the respective competent authorities, for each

production season, the amount of preservation mixtures produced and marketed by them.

The Member States shall report on request to the Commission and to the other Member
States the amount of preservation mixtures produced and marketed in their territory and,
where applicable, the names of competent authorities responsible for plant genetic resources

or of organisations recognised for this purpose.

Article 23 to become Article 17a

Re-packaging, re-sealing and re-labelling of seedets PRM

() [...]

professional operator carrying out re-packaging, re-sealing and re-labelling of seedtets
PRM; shall take all steps to ensure that during the that operation efre-packaging, the
identity, and varietal purity and homogeneity eftheseed-lot is maintained;ro-contamination

16
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5. The original seals and labels shall be removed frem-the-original seed-tot—Fheprofessional

6 [...]
7 [...]
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Article 24 to become Article 9a in the new Section 2a “Specific requirements for control plot tests

for seed”
Control plot tests for pre-basic, basic and certified seeds

I. Control plot tests shall be carried out by the competent authorities in order to verify that the

lots of pre-basic, basic and certified seed, except for lots of seed tetsfor of potatoes, vine

and fruit and—vine species, placed on the market comply with the requirements relating to

their varietal identity and varietal puritys.

Those tests shall consist of a visual comparison between the control plot sown from a

reference standard sample ef—the—variety and a plot sown from a sample of seed

representative-of theseed lot under testing. The That sample eftheseedlot shall be taken
upen during the certification or during-the marketing of:

a) a lots of pre-basic, basic and certified seed intended for the production of a new

generation efseed-(pre-eontreb); or

b) of a lot of seed of a generation no longer intended for further multiplication {pest-
control).

Those tests shall take place during the growing season following the drawing of the sample.

a)  [...]
b) [...]
2. Thepropertion-of-these Those control plot tests shall apply fer to all lots of pre-basic; and

basic seed. and In the case of certified seed, the proportion of the lots to be tested shall

be determined on the basis of a risk analysis concerning possible non-compliance of the seed

with the respective requirements.

3.
carrted-outbyusing The samples from of a tested seed lots of seed referred to in paragraph
1 shall be taken by the competent authority. That sampling may be carried out er-using
an automatic sampling device officially approved by the competent authority.

4 [...]
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the For the purpose of control of varietal identity and varietal purity, biochemical and bio-

molecular techniques recognised in accordance with Article 7(4), point (geb), may be used

as a supplementary tool.

Sa. When the results of the test referred to in paragraph 1 indicate that the requirements of Article

7 have not been fulfilled, the competent authority shall;

(a) withdraw or prohibit further multiplication and marketing of the eencerred seed lot

concerned; o

(b) ensure that it the seed lot concerned complies with the applicable requirements; or
(© impese take other appropriate corrective actions.
5b. The Commission may, by means of implementing acts in accordance with Article 76(2) set

out rules concerning the control plot tests of lots of pre-basic, basic and certified seed lots

per genera or species. Those rules shall be adapted to the development of scientific and
technical knowledge and international standards, and may be established per particular

genera, species or category. They may concern the following elements:
(a) criteria for the conduct of the risk analysis referred to in paragraph 2;
(b) the testing procedure;

(c) the way-ef evaluation of the results of the tests;

(dy  the proportion of the sced lots or the frequencey rates.

Article 25 to become Article 9b in the new Section 2a “Specific requirements for control plot tests

for seed”
Control plot tests for standard seed

1. During the-marketing Control plot tests shall be carried out by the competent authorities
in order to verify that the marketed of lots of standard seed, the-competent-autherities

shall carry out control plot tests (post-control) to cheek whether the seed lots. except for lots
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of seed lots of potatoes, vine and frem fruit and-vine species, comply with the respeetive

requirements relating to their varietal identity and varietal purity requirements.

Those tests shall consist of a visual comparison between the control plot sown from a
reference standard sample ef-the—variety and a plot sown from a sample of seed
representative-of the seed lot under testing. The That sample efthe-seeddst shall be taken
during the marketing of the lots.

2. Those control plot tests shall apply to Fthe proportion of lots of standard seed the-contrel
plot—tests—shall-be determined on the basis of a risk analysis concerning possible non-

compliance of the respeetivestandard seed with these the respective requirements.

9

in-paragrapht-shall be-earried-outbyusing The samples from a tested efseed lots referred

to in paragraph 1 shall be taken by the competent authority. That sampling may be carried

out e using an automatic sampling device officially approved by the competent authority.

4. In-the-ease-For _the purpose of control of varietal identity and varietal purity, the-ase-of

biochemical and bio-molecular techniques recognised in accordance with Article A4) 8(5),

point (g), may be used as a supplementary tool where-theresults—ofthe-control-plot-tests
corrod to] b lusive,

5. When the results of the test referred to in paragraph 1 indicate that the requirements of Article

8 have not been fulfilled, the competent authority shall, if feasible:

@ withdraw or prohibit further multiphieation-and marketing of the eencerned

seed lot concerned; erensure-thatitcomplies-with-the-applieable-
requrements; or

(b) impese take other appropriate corrective actions.

6. The Commission may, by means of implementing acts in accordance with Article 76(2), set
out rules concerning the control plot tests of standard seed lots per genera or species. Those
rules shall be adapted to the development of scientific and technical knowledge and
international standards, and may be established per particular genera or species. They may

concern the criteria for the conduct of the risk analysis referred to in paragraph 2.

SECTION 7
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DEROGATIONS FROM THE REQUIREMENTS OF ARTICLES 5 TO 25

Article 26
PRM belonging to conservation varieties

By way of derogation from Articles 20 6a; and 9b, PRM belonging to a conservation variety
registered in a national variety register referred to in Article 44(1), point (b), may be
produced and marketed in the Union as standard seed or material, if it complies with all the
requirements concerning standard seed and material for the respective species, as referred to

in Article 8.

PRM referred to in paragraph 1 shall be accompanied by an operator’s label as referred to in

Article 16€2¢e), with the indication ‘Conservation variety’.

A professional operator who uses this derogation shall notify this activity,-withregard-to-the

r-in accordance with

referred-to-in Article 43, last subparagraph.

21
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Article 28

PRM produced for and marketed to non-professional users

1. By way of derogation from Articles 5(H— to 12; and 1415 to 17a and 20, PRM writh-the
exeeption-of seed-poetatoes; intended to be used exclusively by non-professional users may
be produced; and marketed to-ren-prefessionalusers; if it complies with all of the following

requirements:

(a) te bear an operator’s label as—referred-to-in-Article 16(2);-second-subparagraph; with
the denomination of the PRM and the indication ‘Plantreproductive-material PRM for

non-professional user — not_certified’ or,—in—the—ease—of seed,—Seedfor—non-
professiotauser:

(b) in case not belonging to a variety registered in a national er—in-the Unien variety
register referred to in Article 44 and-45:

(1) te use a denomination [starting—with—the Prefix—A+t—28 followed by the

indication ‘variety not registered pursuant to Article 44 of Regulation (EU)

.../... of the European Parliament and of the Council’!, and complying with

Article 54 followed-byv-any-eiven-denominationin-orderte

; - . g :onalorUni . . - and

(1)) te have a description made publicly available, on the basis of a private
documentation, kept by the professional operator:, Fhis and that private
documentation shall-be is made available by the professional operator spen

reguest-to the competent authority upon request;

1 Regulation (EU) .../... of the European Parliament and of the Council .... (OJ...., p....).

+ OJ: Please insert in the text the number of the Regulation contained in document (...
(COD)) and insert the number, date, title and OJ reference of that Regulation in the footnote.
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(c) te-be practically free from quality pests and any defects likely to impair its quality as

reproductive material, and:

(i) in the case of PRM other than seed, shall have satisfactory sufficient vigour
and dimensions #respeet-ofitsusefulness-as PRM: and;

(ii) in the case of seed, shall-have-satisfaetory minimum sufficient germination

as applicable for the lowest possible category of the respective species

(d) te be marketed as individual plants,_ —ot 5 Or in

small packages, clearly distinet distinguishable from these packages used for any
pre-basic, basic, certified and standard seed PRM.

A professional operator

who uses this derogation shall annually notify this activity to the competent authority in

accordance with the instructions of the that eempetent authority, with regard to the species
fand-denemination} concerned.

2. The Commission shall may, by means of implementing acts, adopt rules concerning the size,

form, sealing and handling requirements concerning individual plants and the small

packages referred to in paragraph 1, point (d), and size, form and content of the operator’s

label.
Those implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 76(2).
[Article 29
PRM marketed by organisations and networks for the conservation of plant genetic resources

1. By way of derogation from Articles 5 to +5-ard+9— 25, PRM may be marketed; fer by non-
profit purpeses;-by organisations and networks other than gene banks, having a purpose
defined in their articles of association or other equivalent document with-a-statatory
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objeetive—of—ensuring—the—conservation conserving—ef plant genetic resources, to_any

natural or legal persons-who carryies out conservation of that PRM and to farmers or non-

professional users.

In-these-eases;this Such PRM shall fulfil the following requirements:

(aa) bear an operator’s label asreferred-to-in-Article 16(2)peint(e); with the indication
‘Plant reproduetive-material PRM for the conservation of plant genetic resources’;

(a) belisted in a register kept by those organisations and networks with appropriate related

information of that PRM;

(b) be conserved by those organisations and networks, and samples of that PRM be made

available by them to the competent authorities upon request; and

(c) be practically free from quality pests and any defects likely to impair its quality as a

reproductive material.

2. The organisations and networks shall notify the competent authority of the use of the

derogation referred to in paragraph 1 and the species;-iftisted-n-Annext; concerned.

Bd

The Commission may, by means of implementing acts, adopt rules concerning size,

form and content of the-operator’s label.

Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 76(2).]

Article 30
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[...]

Article 31

Breederisseed

Article 31a
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Article 32

PRM of varieties under registration fer-which-an-applicationforregistration-has-been
submitted

1. By way of derogation from Articles 5, 24 and 25, a competent authority may authorise

professional operators

ity; to produce and

market, for-the-purpeses—of-multiplieation; pre-basic, basic, certified and standard seed or

material belonging to a variety, for which the competent authority has confirmed the

successful submission of the application for variety registration in accordance with

Article 58 net-yetregistered-tnanattonal-varietyregister—referredto-inArtele 44-for the

purpose of having sufficient stock available for further multiplication once the variety

is registered, if all-ef the following requirements are fulfilled:

(@ [...]

(aa) the marketing is made to professional operators carrying out the multiplication #-erder

7109/25 28
ANNEX LIFE.3 LIMITE EN



(b) there is no risk that such an authorisation will lead to insufficient identification or

quality of the marketed PRM.;-and

Such authorisation may be granted for a limited period and for small quantities per species

as as determined by the competent authority. That authorisation shall automatically expire

when a decision pursuant to Article 67(1) or (2) is adopted eoneerningthe registration-of

2. By way of derogation from Articles 5, 6a, 1014214523 and 24 25, a competent authority
may authorise professional operators before-the PRM-has-been-certified-to-complywith-the

Spe }CH o—+t01H O : O Sessvamae ! Cl y—aht—vd caamvae ’tO

produce and market eertified-er-standard seed or material belonging to a variety for which

the competent authority has confirmed the successful submission of the application for

variety registration in accordance with Article 58 net-yetregistered-inanational-variety
registerreferred—to—in-Article44 for the purpose of carrying out tests or trials to gather

information on the cultivation or use of that variety, if all of the following requirements are

fulfilled:

(a) that PRM is only used for-tests-ertrials—earried-out by professional operators on the
premises of specifically designated natural or legal persons in—erder—to—gather
- : | ivati el . .

(b) the marketing is made by the professional operators carrying out the tests and trials to
the persons referred to in point (a) only, with no further marketing of PRM thereafter

to be allowed;

(c) there is no risk that such an authorisation will lead to insufficient identification or

quality of the marketed PRMx.
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(d [..]

Such authorisation may be granted for a limited period and for small quantities per species
as determined by the competent authority. That authorisation shall automatically expire
when a decision pursuant to Article 67(1) or (2) is adopted eencerning theregistration-of the

3. In order to obtain the authorisation referred to in paragraphs 1 and 2, the professional

operator shall submit to the competent authorities a request, indicating information about the

following:

(@ [...]
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(b) the species and the breeder’s reference and-speeies of the variety indicated in the

application for registration;

© [..]

(d) the Member State and authority before which the application referred to in Article

58 has been submitted fortheregistration-ofthe-varictyispending, and the reference

assigned to that application;

(e) in case of authorisation as referred to in paragraph 1, the sites where production wiH
is to take place, and in case of authorisation as referred to in paragraph 2, the sites

where tests and trials wil are to take place; and

(ea) in case of authorisation as referred to in paragraph 1, the envisaged production of the
stock of pre-basic, basic, certified, or standard seed and material available before the
variety registration and, in case of authorisation as referred to in paragraph 2, the

envisaged tests and trials for standard seed and material;.

® [.]

4. The Member States whose competent authorities have granted the authorisation referred to
in paragraphs 1 and 2 shall without delay inform the other Member States and the

Commission thereof, through the electronic portal referred to in Article 45.

5. Pre-basic, basic and certified seed or material referred to in paragraph 1 shall be
accompanied by an official label as referred to in Article 15(a)a), and standard seed or
material referred to in paragraph 1 shall be accompanied by an operator’s label referred to

in Article 16€2)}eb), with the indication ‘Net-yetregistered-vVariety under registration —

stock for multiplication’.

asreferred-to-in-Article 5 a)a)and-sStandard seed or material referred to in paragraph 2
shall be accompanied by an operator’s label as referred to in Article 1662)gb), with the
indication ‘Net-yetregistered-vVariety under registration — tests and trials’.
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Article 32a

Requirements for the Pproduction and marketing of commercial seed

By way of derogation from Articles 5, 6, 6a, 7, 8, 24 and 25, seed of the genera or species
included in column 7 [Y] of Annex I may be produced and marketed as commercial seed if

the they comply with the requirements referred to in Annex I1I, with the exception of

The Commission is empowered in accordance with Article 75 to adopt delegated acts,

amending Annex I, to-the-breeding-and-economic-developments—of-the by adding genera

and or species to, #thatAnnexby-adding or removing genera or species from, column 7
[Y] of that Annex.

Those delegated acts shall take into account the breeding and economic developments

concerning the production and marketing of PRM of the respective genera or species.
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Seeds referred to in paragraph 1 and-2 shall be accompanied by an effictat operator’s label
pursuantto-Artiele15; with the indication ‘Commercial seed’.

The Commission may, by means of implementing acts, adopt rules concerning size,

form, colour and content of the-operator’s label. Those implementing acts shall be

adopted in accordance with the examination procedure referred to in Article 76(2).

Article 33
Authorisation in cases of temporary difficulties in the supply

In order to remove temporary difficulties in the supply of pre-basic, basic, certified or
standard seed or material that may occur in the Union due to adverse climatic conditions or
other unforeseen circumstances, the Commission, by means of an implementing acts, may
authorise one or more Member States, for a maximum period of 18 months, to allow the
marketing of the categories of pre-basic, basic, certified or standard seed or material erseed

that fulfils one or both of the following conditions:

(a) belongs to a variety not included in a national ferthe Unien}-variety register referred
to in Article 44 fand-451;

(b) complies with less stringent requirements than those thereguirements referred to in
Article 7(1) and (2) and Article 8(1) and (2).

7109/25
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TFhat Those implementing acts may set out the maximum quantities which may be
produced and marketed per genera or species and the territories where that PRM may be
produced and marketed.

Fhat Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 76(2).

PRM referred to in paragraph 1 shall be accompanied by an official label as referred to in
Article 15(a)peint(e), or an operator’s label as referred to in Article 16(2);petnt(), that
states that the PRM in-question concerned belongs to a non-registered variety or fulfils less
stringent guality requirements than the ones referred to in Article 7(1) and (2) and Article
8(1) and (2). fIn the case where these less stringent quality requirements concern reduced
germination rate, the label referred to in this paragraph shall contain the germination rate of

the respective seed lot.}

The Commission may decide, by means of an implementing acts, that the authorisation
concerned has to be repealed or amended, if it concludes that is no longer necessary or
proportionate to the objective of removing the temporary difficulties in the supply of the
PRM concerned. Fhat Those implementing acts shall be adopted in accordance with the

examination procedure referred to in Article 76(2).

Member States may, without obtaining the authorisation of the Commission referred to in
paragraph 1, allow, for a maximum period of 18 months and for a limited amount of
quantities per genera or species as necessary for supply difficulties in question, the
production and marketing of seed that fulfil germination rates reduced up to 15 percentage
points compared to the ones set out pursuant to the implementing act referred to in Article
7(4). In this case, the official label as referred to in paragraph 2 shall indicate ‘reduced
germination rate’ and details on the actual germination rate of the seed. The Member States
will shall notify each authorisation to the Commission and the other Member States

mentioning the species and the germination rate of the seed.

The Commission may., by means of implementing acts, adopt rules concerning size,

form, colour and content of the respective official label and operator’s label as referred

to in paragraphs 1 to 4. Those implementing acts shall be adopted in accordance with

the examination procedure referred to in Article 76(2).
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Article 34

Marketing of seed netfinally certified on the basis of provisional analyses regarding as
complying-with germination raterequirements in case of rapid supply needs

I. For the purpose of making seed rapidly available on the market, €competent authorities
may temporarily authorise professional operators fer-a-maximum-time-pertod-defined-by
the-competent-authority to market seed-as pre-basic, basic or certified seeds, and-mixtures
thereof, beforetheyseed-or—itfappheablethe seed-components prrortor oF .2 ave een

eertifted-te if that seed is found to comply with all of the requirements referred to in Article

7. For the purpose of such temporary authorisation, the fulfilment of the requirements

concerning germination_shall be demonstrated on the basis of a provisional analytical

2. The authorisation referred to in paragraph 1 shall be granted taking into account that the

professional operator has in place:

(a) the necessary procedures which ensure sufficient guarantees for the seed marketed,

eed—and

(c) procedures to ensure the traceability requirements set out in Article 42.

The professional operator shall keep the name and address of the first recipients of the seed
and the-results-of-the preliminary provisional analytical-tests report, as referred to in

paragraph 1, and make it available to the competent authority on request.

3. The seed referred to in paragraph 1 shall bear an official label as referred to in Article 15a);
peint(e), indicating ‘Germination analysis not conluded rate-notfinally-eertified’.
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Article 35

Marketing of [PRM] which is not yet finally certified

[PRM] which has been produced in the Union, and for which compliance with the

production requirements referred to in Article 7(1) and (2) has been confirmed but has

not yet been finally certified as pre-basic, basic or certified seed [or material] pursuant to
Article 7, may be marketed with a reference to any of those categories, if all of the following

requirements are fulfilled:

(a) prior to the harvesting, a field inspection has been carried out by the competent

authority, or the professional operator under the official supervision efthe-competent

ho nd h napne on—h on rmeod ataats N~a A h DR N\
v d d d a d v

(b) itisin the process of being certified by the competent authority, or by the professional

operator under the official supervision efthe-eompetentauthority; and
f | : : I calfilled.

d) it shall be accompanied by an official label as referred to in Article 15 with the

indication ‘Seed|/Material] not finally certified’.

PRM referred to in paragraph 1 may be marketed only by the professional operator who has
produced that PRM to the professional operator who is to carry out the final processingor

certification activities under official supervision pursuant to Article 10.

If the competent authority of the territory; where the PRM has been harvested (‘competent

authority of production’), and the competent authority of the territory where the PRM is

certified pursuant to Article 7 (‘certifying competent authority ef—eertification’) are
different, the competent authority of production shall provide the relevant information

concerning the production and marketing of that PRM to the certifying competent authority.
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6.

The Commission may., by means of implementing acts, adopt rules concerning size,

form, colour and content of the respective official label as referred to in paragraph

1(d). Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 76(2).

Article 36

More stringent production and marketing requirements
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1b.

Member States may #mpese adopt within their own territory more stringent requirements

for the production Jand marketing] of PRM than those laid down in the Articles 7 or 8

Annexes—H-or L, provided that those more stringent requirements correspond to

market demand and specific production conditions in, and agro-climatic needs of, that

Member State.

Those more stringent measures shall not impose, or result in, any prohibitions or restrictions

on the movement of products between Member States.

Member States shall immediately inform the Commission and the other Member States of

measures taken by them in accordance with paragraph 1a.

[...]
[...]

[...]

Article 37
Emergency measures

Where there are detailed reasons based on new or additional scientific knowledge for
considering that the production or marketing of PRM constitutes a serious risk to human,
animal or plant health, environment or cultivation of other species, and such risk has not
been assessed pursuant to any other Union rules and cannot be contained satisfactorily by
means of measures taken by the Member State concerned, the Commission shall take,
without delay, by means of implementing acts, any appropriate and proportionate interim
emergency measures. Such measures shall be limited in time. They may include provisions

restricting or prohibiting the production and marketing of the PRM concerned. Depending

on the gravity of the situation, appropriate conditions for the production and marketing of

PRM shall be established.
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Such measures may be taken on the Commission’s own initiative or at the request of a
Member State. Those implementing acts shall be adopted in accordance with the

examination procedure referred to in Article 76(2).

On duly justified imperative grounds of urgency to address a serious risk to human health,
the Commission shall adopt immediately applicable implementing acts in accordance with

the procedure referred to in Article 76(3).

Where a Member State officially informs the Commission of the need to take emergency
measures and the Commission has not acted in accordance with paragraph 1, that Member
State may adopt the appropriate interim emergency measures. Those measures may include
provisions restricting, prohibiting or laying down appropriate conditions for the production
or marketing of PRM within the territory of that Member State, depending on the gravity of
the situation. The Member State concerned shall immediately inform the other Member

States and the Commission of the measures adopted, stating the grounds for its decision.

Within 30 60 wetking days, the Commission shall put the measures adopted pursuant to
paragraph 2 before the Committee referred to in Article 76(1) in accordance with the
regulatory procedure referred to in Article 76(2) with a view to the extension, amendment

or repeal of the national interim protective measure.

Article 38

Temporary experiments to seek improved alternatives to provisions of this Regulation

By way of derogation from Articles 2, 3, 5, 6, 6a, 7; and 8, 9-and 20; the Commission may,
by means of implementing acts, decide on the organisation of temporary experiments to seek
improved alternatives to provisions of this Regulation concerning the genera and species it
applies to, the requirements for belonging to a registered variety, the production and
marketing requirements for pre-basic, basic, certified and standard material or seed, and the

obligation to belong to pre-basic, basic and certified material or seed.

Those experiments may take the form of technical or scientific trials examining the
feasibility and appropriateness of new requirements provisions compared to the ones set
out in Articles 2, 3, 5, 6, 6a, 7, and 8 and-20 of this Regulation.
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The implementing acts referred to in paragraph 1 shall be adopted in accordance with the
examination procedure referred to in Article 76(2) and shall specify one or more of the

following elements:

(a) the genera or species concerned;

(b) the conditions of the experiments per genera or species;

(c) the duration of the experiment;

(d) the monitoring and reporting obligations of the participating Member States.

Those acts shall adapt to the evolution of techniques for production of the PRM concerned,

as shall be based on any comparative trials carried out by the Member States.

The Commission shall review the results of those experiments and summarise them in a

report, indicating, if necessary, the need to amend Articles 2, 3, 5, 6, 6a, 7; or 8;9-6r20.
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