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EXPLANATORY MEMORANDUM

CONTEXT OF THE PROPOSAL

Plant reproductive material is a fundamental ifputhe productivity, the diversity,
and the health and quality of agriculture, horticté and food and feed production
and our environment. Forests cover a large aredneofUnion and fulfil multiple
social, economic, environmental, ecological anducal functions. The current EU
legislation for making available on the market t#rp reproductive material is based
on two main pillars, namely the registration ofieéies/material and the certification
of individual plant reproductive material lots ofapt species as identified in the
Directives ('EU listed species’).

The draft proposal consolidates and updates thisldéign on marketing of plant
reproductive material by repealing and replacing following 12 Directives:

Council Directive 66/401/EEC on the marketing ofdder plant seed, Council
Directive 66/402/EEC on the marketing of cereal dse€ouncil Directive

2002/53/EC on the common catalogue of varietiesagricultural plant species,
Council Directive 2002/54/EC on the marketing ofebseed, Council Directive
2002/55/EC on the marketing of vegetable seed, Cbirective 2002/56/EC on
the marketing of seed potatoes, Council Directio82257/EC on the marketing of
seed of oil and fibre plants, Council Directive BB3/EEC on the marketing of
material for the vegetative propagation of the yi@euncil Directive 1998/56/EC on
the marketing of propagating material of ornamergkints, Council Directive
92/33/EEC on the marketing of vegetable propagaging planting material, other
than seed, Council Directive 2008/90/EC on the mtamlg of fruit plant propagating
material and fruit plants intended for fruit protoo and Council Directive
1999/105/EC of 22 December 1999 on the marketirfgrekt reproductive material.

The majority of Council Directives for making awable on the market of plant
reproductive material have first been adopted betw£966 and 1971 and some
Directives are more recent. The old Directives hagen updated both frequently
and substantially, creating the need for claritg tansparency. As a consequence of
this history, the Directives are quite diverse le technical backgrounds they are
based on, but also in their approaches, ranging tfiicial controls on products to
official supervision of processes. In particultéwe product control is very demanding
for competent authorities.

Furthermore, the complexity and fragmentation ef élxisting legislation is likely to
perpetuate existing uncertainties and discrepameigs implementation between the
Member States. This creates an uneven playing fieeldrofessional operators on the
single market. There is a need to harmonise imphatien of the legislation, reduce
cost and administrative burdens and support inmavalt is also important to adapt
to the technical progress in plant breeding, antiéaapid evolution of the European
and global market of plant reproductive materidl. tAose needs make the update
and modernisation of the legislative framework inapee. The aim ofin situ
conservation of agro-biodiversity should be furtlstrengthened. In addition, the
weak horizontal coordination with other EU legiglat policies and strategies is an
obstacle to their more efficient implementationthe past years, agricultural policy
in the EU has come to be seen as strategicallyntapiofor food security and safety,
the nutritional value of food, the environment, diersity and climate change.
"Sustainable intensification” and greening of fawdp production, in which yields
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are increased without adverse environmental impadt without the cultivation of
more land, have become a central concern. Planmbdeptive material legislation is
critically important for reaching this aim. The Htbrest Strategy emphasises the
importance of the multifunctional role of foresidaits sustainable management.

Coherence and synergies with the Plant Health Lamncerning the plant health
checks which are part of the plant reproductive emait certification process or
integration of general principles relating to offiiccontrols embedded in Regulation
(EC) No 882/2004 on official controls are needed.

RESULTS OF CONSULTATIONS WITH THE INTERESTED PAR TIES AND
IMPACT ASSESSMENTS

The impact assessment of this proposal builds endbults of the evaluation of the
EU legislation on the marketing of seed and plaopagating material (now plant
reproductive material) that was carried out in 20008 by the Food Chain
Evaluation Consortium (FCEC), on the results oftedg on variety registration
conducted by the same consortium in the first 68%010. It is furthermore based on
a broad survey of all interested parties, in paldicthe competent authorities in the
Member States, private sector representatives aaltUat national level, relevant
international standard setting bodies, non-goventateorganisations and the
Community Plant Variety Office (CPVO). A number Gommission Horizontal
Working Party meetings covering all the plant speavere held in 2009-2011. In
May 2011, four task forces created under the Huagapresidency worked on
specific topics. In addition, the Commission coteslithe working group 'Seeds and
Propagating Material' of the Advisory Group on #aod Chain, Animal and Plant
Health on several occasions from 2009 — 2011. OrMa&&h 2009 an open
conference "Ensuring Seed Availability in the 2Tntury” was organised to
present and discuss the evaluation results witkrdiiit stakeholders. Finally, a web-
based stakeholder survey using an “Interactiveciydaking” (IPM) questionnaire
to collect comments on an "Options and Analysispgrawas organised from 19
April to 30 May 2011. It yielded 257 responses franvery wide range of
stakeholder groups.

The main objective of the consultations was to seels on the provisions and
application of existing legislation and the needs ¢dhange. Overall, stakeholders
were satisfied with the principles underlying theséng Directives, but supported

the Commission's intention to revise the legistatiBoom for improvement was in

particular identified pertaining to legal simpliitton, cost reductions and efficiency
gains, increased flexibility for professional ogera, the level of harmonisation
among Member States, the role of niche and ememidiets and the conservation
of agro-biodiversity and plant genetic resourcesint@ining the general principles
of the current legislation — especially the progeduor the registration of varieties
and the pre-marketing certification of seed lotavas strongly supported by a
majority of stakeholders. In addition, concernifge tEU legislation on forest

reproductive material, the stakeholders request@daintain the current approach.

The Impact Assessment identified the following maies along which the system
has to change in order to be fit for the changiognemic, environmental, social,
scientific circumstances: (i) Simplification of thasic legal acts (from 12 Directives
to one Regulation), (ii) Cost recovery and improeemof the effectiveness and
efficiency of the system and (iii) Horizontal coorvdtion with recent, already
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3.1.

adopted EU policies. Various ways - increased Wié®y, deregulation or
centralisation — are explored for improving theioéhcy of the system, while
maintaining the assurances for high quality pladproductive material,
competitiveness and addressing new challengesasibiodiversity. Based on these
3 axes, 5 policy options were identified, wherealegimplification and cost recovery
are constant for all options. In the various opiaesues regarding SMEs and micro-
enterprises have been addressed throughout, efpéatiarder to ensure access for
these enterprises to public services for the eimtuif certain tasks they cannot
perform themselves and to support and further dgveheir flexibility to gain
improved access to the plant reproductive mataeraket. Specific attention is given
to trade-offs between transferring operational wamnkl keeping of quality of plant
reproductive material.

The impact assessment concludes that no singleropticceeds in achieving the
objectives of the review in an efficient, effectised coherent manner and suggests,
in line with stakeholder opinion, a preferred optihich combines elements from
option 2, 4 and 5. The proposal thus creates aimcgment providing legal security
for professional operators and consumers, guarnagtebigh quality of plant
reproductive material and securing competitive atkge on the internal and the
world markets. This combination aims at strikindpalance between flexibility for
professional operators (option 2 and 4) and biaditye (option 4) and the necessary
rigor in health and quality requirement (elementsoption 2 and 5) for the fair
functioning of the market and for maintaining theality and health of plant
reproductive material. This is combined with eletsallowing minor crops or crops
with particular uses low-burden access to speoifismall market segments, but with
coupled minimum obligations ensuring traceabilitgalth and information to the
consumer so that a level playing for all profesalamperators is established.

LEGAL ELEMENTS OF THE PROPOSAL

The aim of the proposal is to replace the existllyg Directives by one single
proposed Regulation.

Part | — General provisions

The scope of the proposed Regulation covers adistyyd plant reproductive material.

The largest part of it covers, though, the speaasently regulated by the

12 Directives (so called 'listed species'). Howewuer clarify and harmonise the

existing approaches in the Member States on ther gibecies, i.e. plant species not
listed and thus not covered by the current Direstjvalso these species will be
subject to some very basic rules (see Part llle Tit).

In order to take into account the needs of produaerd the requirements of
flexibility and proportionality, the Regulation wihot to apply to plant reproductive
material intended for testing and scientific pug®sand intended for breeding
(selection) purposes. In addition, it should noplgpto material intended to or
maintained in gene banks, organisations and neswvoflex-situ and in-situ or on
farm conservation of genetic resources followingamal strategies on conservation
of genetic resources. Furthermore, plant reprodectaterial exchanged in kind
between two persons other than professional opsra@xcluded from the scope of
the Regulation.

As regards definitions, the main change is theoduction of a common term to
cover all the plant reproductive material, eithethe form of seeds or other types of
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3.2.

3.3.

plant propagating material. Plant reproductive maltés defined to mean plants or
parts of plant capable of and intended for prodyan reproducing entire plants.
This includes also young plants. All those typeslaint reproductive material are
subject to common principles with regard to thewduction with a view to making
available on the market and with regard to makiregrt available on the market.

Part Il — Professional operators

As under this Regulation the definition of operaoes not include private persons,
the term 'professional operator' is used. Professioperators are defined by a single
definition and shall be registered to ease therobattivities. This register shall be
combined with the register established under [title the new Plant Health
Regulation]. Basic obligations will be introducedr f professional operators
concerning the identification of the plant reproiie material they are producing or
making available on the market, keeping of recofdsijlitation of controls and
maintenance of the material. The traceability of alant reproductive material is
ensured by the obligation for the professional afmes to have information one step
before and one step after their commercial actisiti

Part Il — Plant reproductive material other than forest reproductive material
Title | General provisions

Definitions of variety and its maintenance, variefiyh official description or variety
with officially recognised description, clone aslIwas of the different marketing
categories are laid down.

Title 1l Production and making available on the maiket of listed species

In general, the basic approach on registration afrieties/material and
certification/inspection of lots before making dable on the market will be
maintained. However, more flexibility will be given the professional operators so
that they may decide to carry out the necessarynigeadion for variety registration
or inspections, sampling and analysis of plantadpctive material for certification
under the official supervision of the competenthaudties. In addition, secondary
acts will be adopted setting out the specific regjaents for the production and
making available on the market of particular spe@ed their categories (pre-basic,
basic, certified and standard material). This iponmant to increase flexibility for
changes due to technical and scientific developsnandl at the same time respecting
proportionality and sustainability in regulatorypapach.

The requirements for making available on the madkgilant reproductive material
may be summarised as follows:

- it belongs to a variety or clone registered inoadance the provisions of this
Regulation;

- it complies with the specific requirements addpiier the marketing category
concerned per genera and species;

- it bears an official label for pre-basic, basic aertified material, or an
operator's label in case of standard material;

- it complies with the handling requirements;
- it complies with the requirements for certificatiand identification.
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The obligation of variety registration shall nopapto rootstocks which do not fulfil
the conditions of a variety. In addition, in orderintroduce flexibility for future
technical and scientific developments, heterogeseoaterial, which does not fulfil
the definition of a variety, could be exempted undertain conditions from the
requirement that that material belongs to a reggdt®ariety. Furthermore, a specific
derogation for niche market plant reproductive makés laid down.

Certain genera and species of plant reproductiveenmf which are listed in the
current Directives, should continue to be subjearthanced requirements relating to
their production and making available on the matksted species). However, there
is a need to set criteria to decide on these @peties. Genera or species of plants
which represent a significant area and value oflpction, are produced and made
available on the market by a significant numbelpuadfessional operators or they
contain substances requiring specific rules togmtohuman, animal health or the
environment should be included in the list.

Plant reproductive material should only be produead made available on the
market as pre-basic, basic, certified or standamterial, in order to ensure
transparency and informed choices for users. Retaititeria need to be established
to decide which genera and plant species shalbeohade available on the market
as standard material to ensure enhanced qualityhealth, identity and traceability
of plant reproductive material as well as food afesd security. Specific
requirements should be adopted per genera andespiecieach of those categories.
The requirements on identity, purity, health arfieotquality requirements, labelling,
lots, packaging including small packages, postfcation control tests,
comparative tests and trial and mixtures will cond to be applied.

Derogations

The existing permanent derogations on making availan the market to a limited
extent not-yet registered varieties for testing fanm and not finally certified
material and authorisation of more stringent naiorequirements should be
maintained. This should also concern the import@miporary derogations on
emergency measures, temporary difficulties in syppd temporary experiments.

Derogation on niche market plant reproductive miter

In addition, proportionate and sustainable rulgssfoall scale activities concerning
plant reproductive material, which is adapted talaonditions, and made available
on the market in small quantities, should be ewstabtl. Such varieties should be
exempted from the requirements on registrationraaking available on the market.
This material is defined as niche market plantadpctive material. The exemption
should concern e.g. farmer-breeders or gardenedbrs whether being professional
operators or not. However, some basic rules onlliageand traceability of the

material should be laid down. In order to prevemtaduse of the exemption the
material should only be made available on the ntarkea defined size of packages.

Imports and exports

The EU equivalence system is maintained as a lasidition for imports from third

countries. However, exports are included in thepscof the Regulation. Exports
should take place in line with legislation, starmi$arcode of practice or any other
legal or administrative procedure in place in thgporting third country. Where a
bilateral or multilateral agreement between theodrand the third country exists,
the exports from the Union shall comply with theesgment. Furthermore, in the
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absence of the latter, an agreement conducted betiye professional operators
shall apply.

Title 1ll Production and making available on the market of plant reproductive
material belonging to non-listed genera or species

Plant reproductive material not belonging to tistell genera and species shall also
be subject to a few basic requirements with regards health status, fithess for
purpose, appropriate reference to varieties, wappéicable, and identification of the
respective material and imports.

Title IV Registration of varieties in national and Union registers
Variety registers

The varieties, in order to be made available onniaeket throughout the Union,
shall be included in a national register or in th@on register via direct application
procedure to the CVPO. CPVO will keep the updatefdrimation on all plant
varieties that can be made available on the markdahe Union, including the
varieties registered in national registers (Unitanpvariety database).

For new improved varieties the basic requiremenDUIS (distinct, uniform and

stable) will be maintained. The uniformity examinatshould take into account the
type of variety and type of reproduction. In aduiti by secondary act it can be
decided for which plant species additional requeeta on value for cultivation and
use (VCU) can be laid down. The Member States sttipt more detailed criteria
for the VCU examination of these plant species egamds their yield, quality

characteristics, resilience and suitability for lowput production systems including
organic production. Thus, given the specific chimastics required for organic

farming, the methodology and requirements estaddisfor variety examination

should take due account of the specific needs.

Rules on a sustainable value for cultivation wéllaid down and harmonised in the
EU by adopting specific requirements concerningistasce to specific pests,
reduced need for input of resources, decreaseemoof undesirable substances or
increased adaptation to divergent agro-climaticirenment. This is an important
tool to guide the breeding process to a more swbée direction.

If a variety has been granted a Union Plant VarRight pursuant to Regulation
(EC) No 2100/1994, or pursuant to national rulbat wariety should be deemed to
be distinct, uniform and stable and to have a blatdenomination for the purposes
of variety registration under this Regulation.

The basic principle of the use of a single denotionahroughout the Union for one
variety is kept. In certain specific cases synonwitisbe allowed. The CPVO is best
made available to have an overview of applicableodenations of varieties
throughout the Union. Therefore, and in order tsuee coherence regarding the
assignment of denominations throughout the Unioe,competent authorities should
consult CPVO to check a denomination, before tepaetive variety is registered in
a national variety register.

The Regulation establishes the detailed requiresnémt the variety registration
procedure regarding conditions for registration,brsission and content of
applications, formal and technical examinationsgrexation reports, decisions on
registration, period of validity and its renewayocation/deletion of registration and
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3.4.

maintenance of varieties. For coherence, the sames shall also apply to direct
variety applications to the CPVO for registratiartihe Union variety register.

Specific provisions are set out on the registratiothe Union variety register and
with regard to the possibility for the applicantlémnch an appeal against a CPVO
decision. Such provisions are not laid down forrégastration in the national variety
registers, because they are subject to nationaingstnative procedures.

A new obligation for each national variety examioatcentre to be audited by the
CPVO will be introduced with the aim to ensure tjuality and harmonisation of the
variety registration process in the Union. The exation centre of the professional
operators will be audited and approved by the naticompetent authorities. In case
of direct application to the CPVO it will audit aagprove the examination centres it
uses for variety examination.

The competent authorities and the CPVO should eh&rgs for the processing of
applications, the formal and technical examinatidnsluding audits, variety
denomination, and the maintenance of the variétiesach year for the duration of
the registration. Therefore, harmonised rules lasé fees should be set out in this
Regulation. The general principle of cost recowsrsll prevail. However, the micro-
enterprises shall be exempted from fees to futid Commission's commitment to
lower the burden on very small businesses, inwitk its new policy on minimizing
regulatory burden for SMEs and adapting EU regutatio the needs of micro-
enterprises. Moreover, the fee for registratiorvarieties with officially recognised
description and heterogeneous material shall becestlin a manner to ensure that
the fee does not constitute a barrier to the nedieh of the variety or material
concerned.

Old traditional varieties

Concerning old varieties, such as conservatioretias (including landraces), or so
called 'amateur varieties', less stringent requer@sishould continue to be laid down
in view of promoting their on farm conservation argg as currently regulated under
the Directives 2008/62/EC and 2009/145/EC. Theetias will continue to be
registered, however, on the basis of an 'officiadlgognised description’ which shall
be recognised — but not produced — by the compatéhbrities. For that description
DUS examination is no longer obligatory. The o#ity recognised description shall
only describe the specific characteristics of tlen{s and parts of plants which are
representative for the variety concerned and mha&evariety identifiable, including
the region of origin. This description can be basadan old official description of
the variety, description produced at the time lgy a. scientific, academic body or
organisation. The accuracy of its content couldsbpported by previous official
inspections, unofficial examinations or knowledgengd from practical experience
during cultivation, reproduction and use. The caofrrquantitative restrictions are
abolished. The users are informed about the mbatayia label indicating that this
variety is identified by an officially recognise@stription and the region of origin.
Plant reproductive material belonging to those etas should only be made
available on the market as standard material.

Part IV — Production and making available on lhe market of forest reproductive
material

The EU legislation sets a specific approach inclgdipecific terminology on forest
reproductive material. Therefore, for this areaepasate part is laid down in which
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3.5.

3.6.

3.7.

the current basic approach is kept. The requiresnentforest reproductive material
concern approval of basic material, inclusion irioral register and Union list,
master certificate, marketing categories, lots, tates, labelling, packaging and
establishment of the conditions of EU equivalence imports. In addition, the
following derogatory rules need to be set: autlabiosy of more stringent national
requirements, prohibition to make available to esdr specified forest reproductive
material, rules concerning temporary difficulties supply and rules concerning
temporary experiments.

Part V — Procedural provisions
Rules for delegated acts and the committee proeeaherlaid down.
Part VI — Final provisions

The Regulation (EC) NO 2100/94 on Community Vari@®yghts is amended as
regards the name and role of CPVO. The name oadleacy is amended to follow
the recommendations of the EU inter-institutionabrking group to 'European

Agency on Plant Varieties' (EAPV). The mission ¢\ is extended to the area of
variety registration, in particular the managemehntnion variety register and the
registration of plant varieties via direct applioat procedure to the CPVO. In
addition, a number of tasks are attributed to tf/Q within its new mission on

offering recommendations on variety denominatiom®tabase on reference
collections of varieties, harmonisation of techhexamination of varieties, audits of
technical examination centres, advisory taskspitngiand technical support.

The necessary rules on penalties are laid down.
Part VIl — Union competence, subsidiarity andegal form

The plant reproductive material legislative framekvis based on the Treaty on the
Functioning of the European Union (TFEU) Article #8plementing the Common
Agricultural Policy (CAP). The objectives of thablfgy are to increase agricultural
productivity, to ensure a fair standard of livingy the agricultural community, to
stabilise markets, to assure the availability ghdies and to ensure that supplies
reach consumers at reasonable prices. Requiremvéhtsegard to the sustainability
of agriculture have been integrated through theesgive revisions of the CAP. The
Lisbon Treaty qualifies agriculture as shared caenmee between the EU and its
Member States. It is obvious, however, that to gy \arge extent all fields of
agricultural activity as well as ancillary actie§ upstream and downstream have
been regulated at the EU level. This means thal&mpn is predominantly a role for
the institutions of the European Union.

The proposal takes the form of a Regulation ofEneopean Parliament and of the
Council. Other means would not be appropriate bexaie objectives of the
measure can be achieved most efficiently by fullgrnionised requirements
throughout the Union, ensuring free movement offptaproductive material.

BUDGETARY IMPLICATION

The financial appropriations for implementing thegRlation up to 31 December
2020 are being presented in the Regulation on daylown provisions for the
management of expenditure relating to the food mghanimal health and animal
welfare, and relating to plant health and plant@dpctive material.
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5.

OPTIONAL ELEMENTS
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Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE CO UNCIL

On the production and making available on the markéeof plant reproductive material
(plant reproductive material law)

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURREAN UNION,

Having regard to the Treaty on the Functioning leé European Union, and in particular
Article 43(2) thereof,

Having regard to the proposal from the European @msion,

After transmission of the draft legislative acthe national Parliaments,
Having regard to the opinion of the European Ecan@nd Social Committee,
Having regard to the opinion of the Committee & Regions,

Acting in accordance with the ordinary legislatprecedurd

Whereas:

(2) The following Directives set out rules for theoduction and marketing of seeds and
propagating material of agricultural crops, vegktsp vine, fruit plants, forest
reproductive material and ornamental plants:

(@) Council Directive 66/401/EEC of 14 June 1966tba marketing of fodder
plant seefy

(b) COlénC” Directive 66/402/EEC OF 14 June 1966tloe marketing of cereal
seed;

(c) Council Directive 68/193/EEC of 9 April 1968 tre marketing of material for
the vegetative propagation of the vine

(d) Council Directive 98/56/EC of 20 July 1998 dre tmarketing of propagating
material of ornamental plarits

(e) Council Directive 1999/105/EC of 22 Decembe®4%n the marketing of
forest reproductive materfal

! Position of the European Parliament of ... and pwsiof the Council at first reading of ... Positioh
the European Parliament of ... and decision ofxbencil of ....

OJ L 125, 11.7.1966, p. 2298.

0OJ L 125, 11.7.1966, p. 2309.

0OJ L 93,17.4.1968, p. 15.

0OJ L 226, 13.8.1998, p. 16.

0OJ L 11, 15.1.2000, p. 17.

o g A W N
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(@)

3)

(4)

(5)

(6)

(H  Council Directive 2002/53/EC of 13 June 2002 tbe common catalogue of
varieties of agricultural plant species

(g) Council Directive 2002/54/EC of 13 June 2002twa marketing of beet séed

(h) Co%ncil Directive 2002/55/EC of 13 June 2002tlb@ marketing of vegetable
seed;

(i) Council Directive 2002/56/EC of 13 June 2002 thre marketing of seed
potatoe&”:

() Council Directive 2002/57/EC of 13 June 2002tba marketing of seed of oil
and fibre plants;

(k) Council Directive 2008/72/EC of 15 July 2008 the marketing of vegetable
propagating and planting material, other than Seed

()  Council Directive 2008/90/EC of 29 Septembef2®n the marketing of fruit
propagating material and fruit plants intendedffoit productiort>.

The basic objective of the above Directivesustainable agricultural, horticultural
and forestry production. In order to ensure progiigt the health, quality and
diversity of plant reproductive material is of ouwtsh importance for agriculture,
horticulture, food and feed security, and the ecoyn@ general. Moreover, to ensure
sustainability, legislation should take account tbE need to meet consumers'
expectations, to ensure the adaptability of pradoctto manifold agricultural,
horticultural and environmental conditions, to fdbe challenges of climate change
and to foster the protection of agro-biodiversity.

Evolution in the areas of agriculture, horttoué, forestry, plant breeding and making
available on the market of plant reproductive matdras shown that the legislation
needs to be simplified and further adapted to tkesekbpments of the sector.
Therefore, the above Directives should be repldomgda single Regulation on the
production, with a view to making available on tharket, and the making available
on the market, of plant reproductive material witthie Union.

Plant reproductive material, should be defimea comprehensive manner, including
all plants capable of, and intended for, produgingluding reproducing at any further

stage of production) entire plants. This Regulasbould, therefore, cover seeds, as
well as all other forms of plant at any growth staghitended for and capable of

producing entire plants.

This Regulation should also cover plant repotide material used for the production
of agricultural raw materials intended for industrpurposes, since that material
represents a major part of several sectors anddhdfil certain quality standards.

In order to determine the scope of the sevpralisions of this Regulation it is
necessary to define the concepts of “professiopataior” and “making available on
the market”. In particular, in view of the markegindevelopments of the sector, the

10
11
12
13

OJ L 193, 20.7.2002, p. 1.
OJ L 193, 20.7.2002, p. 12.
OJ L 193, 20.7.2002, p. 33.
OJ L 193, 20.7.2002, p. 60.
0OJ L 193, 20.7.2002, p. 74.
OJ L 205, 1.8.2008, p. 28.
OJ L 267, 8.10.2008, p. 8.
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(7)

(8)

(9)

(10)

(11)

definition of 'making available on the market' slibbe as wide as possible to ensure
all forms of transactions of plant reproductive emnel. That definition should include
inter alia persons concluding sales through distance costfadj. electronically) and
persons who collect basic forest material.

Given the needs of producers and the requir&rfen flexibility and proportionality,
this Regulation should not apply to reproductiveterial intended solely for testing,
scientific and breeding purposes, to gene bankgsnisations and networks devoted to
the exchange and conservation of genetic resoyirmaading on-farm conservation),
or to reproductive material exchanged in kind betwpersons other than professional
operators.

Directive 94/62/EC of 20 December 1994 on pgukg and packaging wasfe
Regulation (EC) No 338/97/EC of 9 December 199@hmnprotection of species of
wild fauna and flora by regulating trade thef&inDirective 2001/18/EC of the
European Parliament and of the Council of 12 M&®00d1 on the deliberate release
into the environment of genetically modified organs and repealing Council
Directive 90/220/EE®, Regulation (EC) No 1829/2003 of the Europeani@agnt
and of the Council of 22 September 2003 on gerbticaodified food and feed,
Regulation (EC) No 1830/2003 of the European Rasdiat and of the Council of 22
September 2003 concerning the traceability andlliageof genetically modified
organisms and the traceability of food and feeddpets produced from genetically
modified organisms and amending Directive 2001/C8%Eand Regulation (EU) No
...1... [Office of publications, please add number of Retijieon protective measures
against pests of plartsshould also apply for the production and makavgilable on
the market of plant reproductive material.

In order to ensure transparency and more éfeaontrols on the production and
making available on the market of plant reprodutivaterial, professional operators
should be registered. However, in order to reduwe administrative burden for
professional operators, by allowing them to registdy once in a single register, it is
appropriate that they register in the public regstestablished by the Member States
pursuant to Regulation (EU) No .../. Office of Publication, please insert number of
Regulation on protective measures against pesttaots.

Basic obligations should be introduced for fpssional operators active in the
production and making available on the market ahpreproductive material area to
ensure the proper application of this Regulation.

Experience has shown that the reliability g@lity of reproductive material made
available on the market can be jeopardised whasdmtpossible to trace reproductive
material not complying with applicable standardss kherefore necessary to establish
a comprehensive system of traceability allowinghdiwals to be undertaken or
information to be given to consumers or competenhaities. For that reason, the
keeping of the necessary information and recordsamsfers from and to professional
users should be mandatory. On the basis of theiplenof proportionality, that rule
should not apply in case that supply is part of imgkavailable on the market in retail.
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Certain genera and species of plant reprodeicthaterial should be subject to
enhanced requirements concerning their productioth making available on the

market due to their increased economic, healthnmir@nmental importance. That

importance should be determined through the are@alwe of production of those

genera or species, the number of professional tipsrar the content of substances
which present a potential risk for health or theiemment. The majority of those

genera and species is currently regulated by tleeabirectives. Those genera and
species should be inserted in a specific list (hafter: 'listed genera and species’).

In order to ensure transparency and enablernmdd choices by consumers, plant
reproductive material belonging to listed generd gpecies should only be produced
or made available on the market under predefinégboaies. Those categories should
reflect different quality levels and production g#ga and be named “pre-basic”,
“basic”, “certified” and “standard”,

In order to ensure the widest possible avditatof plant reproductive material and

choices by its users, professional operators shaualdrinciple, be able to make

available on the market plant reproductive matebielonging to listed genera or
species under any of the categories. However, deroto ensure food and feed
security, and to achieve a high level of identijality and health of plant

reproductive material, plant reproductive matestabuld not be made available on the
market as standard material if the certificatiorstsoare proportionate to those
objectives.

Plant reproductive material belonging to M@ with officially recognised
description, as well as heterogeneous materialréctte market material, should be
subject to minimum requirements. Therefore, sucheria should in all cases be
produced and made available on the market onlyaaslard material.

In order to allow for informed choices by useconcerning its identity and

characteristics, plant reproductive material beloggto listed genera and species
should only be produced and made available on theken if it belongs to varieties

registered in national variety registers or in th@on variety register.

In order to facilitate adaptation to developsen plant breeding, and to possible new
techniques, heterogeneous plant reproductive ragtesihich does not fulfil the
definition of a variety in the meaning of this R&gion, should be allowed to be
produced or made available on the market, undéaineronditions, without belonging
to a registered variety, and even if it does nomgly with the requirements
concerning registration of varieties, namely didiveness, uniformity or stability, or
the requirements concerning the satisfactory vedueultivation or those concerning
the sustainable value for cultivation. The registraof such material should take into
account its contribution to increase the genetigabdity of agricultural crops, the
genetic resource basis and biodiversity in the bnas well as to the sustainability of
agriculture and thus to the adaptation to climdtange. The methodology for the
registration should particularly take into accotimise specific characteristics and it
should be based on the minimum possible burdemgerators who wish to register
such material. It would also be appropriate angy@riionate to exempt from the same
requirement rootstocks, as they have a significamimercial and practical value for
the sectors where they are used, but they frequebotinot fulfil the definition of a
variety.

Rules should be set out for the certificatodrplant reproductive material, as well as
for the activities aiming at verifying the reliabyl of certification at the post-
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certification stage, to ensure the fulfilment ok thpplicable quality requirements.
Those rules should be adapted to the technicaseaiedtific developments.

The quality requirements and certification esoles should take into account
international recommendations, such as the Seeen@cRules and Regulations of the
Organisation for Economic Co-operation and Develeph{OECD), the seed potato
standards of the United Nations Economic Commis&orcurope (UNECE) and the

rules on sampling and testing of the Internatice®d testing association (ISTA).

Given the thresholds established for the presef quality pests by Regulation (EU)
No .../... (Office of Publication, please insert number of Raggon on protective
measures against pests of pljris protective measures against pests of pfaritss
appropriate to establish detailed inspection arahexation procedures leading to a
single certification as regards compliance with teguirements adopted pursuant to
this Regulation and to Regulation (EU) No. .../Off(ce of Publication, please insert
number of Regulation on protective measures agaests of plan)s

In order to ensure the maximum possible puitihe material and the homogeneity of
production, plant reproductive material belongiadisted genera or species should be
kept in separate lots.

In view of the diversity of plant reproductiveaterial, professional operators should
have the option to produce and make available enntiarket plant reproductive
material in the form of individual plants, packagesntainers or bundles.

Rules should be adopted for the labelling @np reproductive material of listed
genera or species to ensure the appropriate ideniiin of that material. In the case of
material of the categories subject to certificatitre label (hereinafter: 'official label’)
should be produced and affixed by authorised psitdeal operators and under the
official supervision of the competent authoritielowever, and since certain
professional operators may not have the resourgesatry out the certification

activities and issue official labels, it should pevided that official labels may be
issued by competent authorities upon request dégsmnal operators.

For the preservation of the natural environmerthe context of the conservation of
genetic resources, it is desirable to allow thetunex of plant reproductive material
belonging to listed genera or species with noredigienera or species. Those mixtures
should be permitted only if their composition igurally linked to a certain region. In
order to ensure transparency and better contralezamg the quality of the mixtures
concerned, the production and making available e rharket of those mixtures
should be subject to the authorisation by the caempeuthorities.

Rules should be adopted for the import of ptaproductive material of listed genera
or species into the Union, only allowing the impoftplant reproductive material
fulfilling the same production and quality requiremts as for material produced and
made available on the market in the Union.

To ensure flexibility, and facilitate adaptetiof the professional operators and the
markets to specific circumstances, or in caseswiporary supply difficulties, it is
appropriate to provide for certain derogations frahe general rules of this
Regulation. Those derogations should be grante@ruspecific conditions to avoid
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abuses and to ensure that the overall purposdgsoRegulation are respected. They
should concern plant reproductive material beloggm varieties, the registration of
which is pending, plant reproductive material whishnot finally certified or not
certified as complying with applicable germinatioaquirements. The possibility
should also exist to adopt emergency measuresai@sglrisks for human, animal and
plant health, and the environment.

Plant reproductive material which is made kmde on the market only in limited
quantities by small producers (“niche market plamroductive material”) should be
exempted from the requirement of belonging to asteged variety. That derogation is
necessary to prevent undue constraints to the makiailable on the market of plant
reproductive material, which is of lesser commériciterest, but is important for the
maintenance of genetic diversity. However, it sddug ensured that that derogation is
not regularly used by a wide range of professiapdrators and it is only used by
professional operators which cannot afford the @std administrative burden of
variety registration. This is important to avoiduabs of that derogation and to ensure
the application of the rules of this Regulationefidfore, niche market material should
only be made available on the market by professioparators employing a small
number of persons and with a small annual turnover.

It is desirable to organise temporary expenisdor the purpose of seeking improved
alternatives to any measures adopted for listeérgeor species. In the organisation of
those experiments the evolution of techniquesinglab the production and control of
plant reproductive material should be taken intwoaat.

Exported plant reproductive material of listgenera or species to third countries
should comply with the rules on plant reproductivaterial produced and made
available on the market in the Union, unless thdéenms concerned is subject to
bilateral or multilateral agreements or rules afdltountries.

Basic requirements should be set for plantodyrctive material not belonging to
listed genera or species, to ensure minimum quality identification standards for
their production and making available on the market

In order to ensure that all varieties haveeascto registration and are subject to
common rules and conditions rules should be estadddi for the registration of
varieties and should apply to varieties of listethgra or species as well as to varieties
of non-listed species.

Experience so far has shown that some breedensnterested in making available on
the market their varieties in the entire Union nedrlor in the bigger part of it. It is
therefore appropriate to offer the breeders theoopbf registering their varieties
either in a national variety register or in a Uniwariety register. The task of
establishing , publishing and updating the Unionetg register should be assigned to
the European Agency on Plant Varieties (hereinaftee Agency'), previously titled
'‘Community Plant Variety Office' as establishedspant to Article 4 of Regulation
(EC) No 2100/1994 of the Council, which is currgnith charge of granting plant
variety rights. The activities of the Agency shouldis cover all aspects of plant
variety management.

Varieties should, in principle, be registeraal the basis of an official description
produced by a competent authority or the Agencyweir, in order to reduce the
burden for the competent authorities and the Ageawg ensure flexibility, it is
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appropriate to provide for the possibility that #meaminations necessary to produce
the official description may also be carried outthe applicants.

Further to the basic registration requirementrieties belonging to species with
particular importance for the development of adtime and horticulture in the Union
should be subject to the additional requiremensuieng satisfactory and sustainable
value for cultivation or use.

The requirements ensuring sustainable valueudtiivation should be established at
Union level in order to support sustainable devedept, direct plant breeding and
meet breeders', producer and consumer demandsromcthat type of development.
The requirements ensuring satisfactory value fdtivation and use may be only
developed by Member States according to their atyneatic and agricultural
conditions. Therefore, the respective varietiesughonly be registered in the national
variety registers. The requirements ensuring safisfy value for cultivation and use
should concern yields and quality characteristben Member States develop and
apply such requirements, they should consider tmstcaints characterising specific
agricultural management practices. In particulbeytshould duly take into account
the specific needs of organic farming as regarsiéieace and low input conditions.

In the context of the Convention on BiologiBaversity to which the Union is a party,
the Union has committed to maintain the genetiedity of cultivated plants, and of
wild relatives, and to minimise genetic erosionaffbommitment complements the
objective of the Union to halt biodiversity loss 2920. In that context, certain
varieties should be allowed to be produced and naadéable on the market even if
they do not comply with the requirements concerrdigginctiveness, uniformity or
stability, to ensure their conservation and susta® use and thus contribute to the
sustainability of agriculture and the adaptationclionate change. Therefore, those
varieties should only be registered on the basanaffficially recognised description.

However, the varieties registered on the bakian officially recognised description
should be produced in the region where they haven Hastorically grown and
adapted, to ensure their authenticity and theiredddalue for the conservation of
genetic diversity and the protection of the envinemt. Therefore, they should only be
included in national variety registers. For the samason, those varieties should have
been available on the market and/or collectedie.gene banks before the entry into
force of this Regulation, or, should have beentddldor more than five years from
the national variety register or Union variety stgr, in case they have been registered
there on the basis of a technical examination aomog their distinctness, uniformity
and stability.

Rules should be established concerning theepiures for the registration of varieties
and clones in the national variety registers tousmsuniform conditions for all
applications and a transparent framework for aéiriested parties.

Certain varieties which are naturally adaptethe local and regional conditions and
threatened by genetic erosion, or which have nansit value for commercial crop
production but have been developed for growing urmhaticular conditions, are
already accepted in national catalogues, listsegisters of varieties pursuant to
Article 3 of Directive 2008/62/EC of the Commissioh20 June 2008 providing for
certain derogations for acceptance of agricultlaatiraces and varieties which are
naturally adapted to the local and regional coadgi and threatened by genetic
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erosion and for marketing of seed and seed potatoi®se landraces and varieffes
and pursuant to Article 3(1) of Directive 2009/1B6/ of the Commission of 26
November 2009 providing for certain derogationst fxceptance of vegetable
landraces and varieties which have been traditipigabwn in particular localities and
regions and are threatened by genetic erosion &negetable varieties with no
intrinsic value for commercial crop production bdgveloped for growing under
particular conditions and for marketing of seedtludse landraces and variefies
Those varieties have not been subject to compéstienical examination concerning
their distinctiveness, uniformity or stability. i$ therefore appropriate that those
varieties be registered directly in the nationatiety registers without any further
proceedings as varieties with an officially recegui description.

The Union variety register should also incladlevarieties that are registered in the
national variety registers. In this way, it will lkasured that the Union variety register
offers a transparent overview of all varieties ségjied in the Union.

Rules should be adopted for the registratibrvarieties and clones in the Union
variety register. For the purposes of consistettoyse rules should be similar to the
rules on registration in national variety registers

The competent national authorities and the négeshould charge fees for the
processing of applications, the formal and tecHregaminations and for each year of
the registration period. This would be necessargnsure the necessary resources for
the overall system of registration of varietiesd dhat the main beneficiaries of that
registration bear the costs for the functioningtldt system. Rules concerning the
fixing of those fees should be set out in this Ration.

In order to facilitate the registration of dies which serve at combating genetic
erosion in the Union, Member States should apphgduced fee for varieties with
officially recognised description and for heterogeuas material. Such reduced fees
should be sufficiently low as not to constitute etedrent or a barrier to the making
available on the market of those varieties. In orie provide support to micro-
enterprises, they should be fully exempted frompidngment of fees.

In order to protect the commercial interestd antellectual property of professional
operators, the results of the examination and thecrgption of the genealogical
components should be treated as confidential eiftiteeder so requests. For the sake
of transparency, all descriptions of varietieselisin the national variety registers or in
the Union variety register should be made publgigilable.

Forests cover a large area of the Union affd &ocial, economic, environmental,
ecological and cultural functions. There is, theref a need for specific approaches
and actions for the different types of forests,stdering the wide range of conditions
characterising the forests in the Union.

Forest reproductive material of tree specres atificial hybrids which are important
for forestry purposes should be genetically suit@docal conditions and of high
quality. The conservation and enhancement of badity of forests, including the
genetic diversity of the trees, are essential stasnable forest management.
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Requirements should be set for forest repripgeienaterial as regards basic material,
categories under which the material may be maddabl@a on the market, lots,
labelling, small packages, to ensure the apprapagatlity and marketing standards,
and to adapt to the technical and scientific dgualents of the sector.

In order to ensure flexibility and adaptati@nparticular circumstances, derogations
should be provided, under conditions, for the pobidim and making available on the
market of forest reproductive material. Those datiogs should concern the
possibility for Member States to adopt more strimgeequirements, the case of
temporary difficulties of supply, the need of makiseed rapidly available on the
market, the conduct of temporary experiments anel ddoption of emergency
measures.

In order to serve the interest of conservatma sustainable use of forestry plant
genetic resources, Member States should be allowedadopt less stringent

requirements on forest reproductive material whgmaturally adapted to the local

and regional conditions and threatened by genstsian.

The competent authorities should charge feeghe registration/approval of basic
forest material and the issuance of master ceatédi for the forest material derived
from registered/approved basic forest materials Would be necessary to ensure the
necessary resources for the certification of foreptoductive material, and that the
main beneficiaries of that certification bear tlespective costs. In order to provide
support to micro-enterprises, they should be fakgmpted from the payment of fees.
The rules concerning those fees should be setnotlitis Regulation, as they concern
the effective production, registration and makingikable on the market of forest
reproductive material.

Regulation (EC) No 2100/1994 needs to be aeenal include variety registration in
the mission of the Agency and to amend its forniteg ICommunity Plant Variety
Office'.

In order to ensure that the Annexes of thiguRaion are adapted to the technical and
scientific developments, the power to adopt aceceordance with Article 290 TFEU
should be delegated to the Commission in respeein@nding the Annexes of this
Regulation.

In order to follow the technical and economévelopments of the sector, the power to
adopt acts in accordance with Article 290 TFEU ¢thobe delegated to the
Commission in respect of listing the genera or gseevhose plant reproductive
material may not be placed on the market as stdndaterial.

In order to follow the technical and economévelopments of the sector, the power to
adopt acts in accordance with Article 290 TFEU ¢thobe delegated to the
Commission in respect of setting out the plant adpctive material which may be
produced and made available on the market witheldniging to a registered variety,
and the requirements for its production and makiwegjlable on the market.

In order to ensure that plant reproductive amak of listed genera or species, and
certain types of forest reproductive material, ifslthe highest possible identity,
quality and health requirements, as appropriatettfercharacteristics of the genera,
species or categories concerned, the power to aptin accordance with Article
290 TFEU should be delegated to the Commissiorespect of adopting production
and quality requirements, and certification scherfieshose genera or species, and in
respect of adopting quality requirements for makangilable on the market specific
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parts of plants and planting stock of species antificeal hybrids of forest
reproductive material.

In order to ensure that plant reproductiveamal is made available on the market
under conditions adapted to the specific charastiesi of particular genera or species
to which it belongs, the power to adopt acts inoadance with Article 290 TFEU
should be delegated to the Commission in respetiteomaximum size, composition
and identification of lots, and the requirementsaaning small packages, of plant
reproductive material belonging to particular genar species.

In order to adapt the rules concerning théciatf labels and operators' labels to the
characteristics of certain types of plant reproshectnaterial, the power to adopt acts
in accordance with Article 290 TFEU should be dated to the Commission in
respect of setting out additional rules concerrihng label for specific categories and
other groups of plant reproductive material, intdaas concerning a label number,
indications of generations of pre-basic, basictifeedl and standard material, the
indication of variety types including intraspecifior interspecific hybrids, the
indication of subdivisions of categories satisfyididferent conditions, in case of
mixtures, the indication of the percentage by weighthe various components by
species and, where appropriate, by variety, angcatidns concerning the intended
use of the material.

In order to ensure the ability of the professi operators to properly carry out a
reliable certification of the plant reproductive ter@al concerned, the power to adopt
acts in accordance with Article 290 TFEU shoulddeéegated to the Commission in
respect of setting out more detailed requirememtscerning the qualification of
professional operators and of the inspectors whiealy be entrusted with certification
activities, suitability of premises and availalyilaf particular equipment to be used by
the professional operators and laboratories.

In order to ensure updated standards for ffn@ad supervision of certification carried
out by operators as appropriate for the charatiesisf particular genera or species,
the power to adopt acts in accordance with Artk9@ TFEU should be delegated to
the Commission in respect of setting out more tetaiequirements concerning the
way competent authorities must supervise the atibn.

In order to ensure updated standards for gesification as appropriate for the

characteristics of particular genera or species,pibwer to adopt acts in accordance
with Article 290 TFEU should be delegated to thenfbassion in respect of setting

out requirements concerning proportion of samptesbé submitted to tests and
concerning testing procedures.

In order to ensure that mixtures of plant ogjpictive material are produced and made
available on the market pursuant to the appropqatity requirements per genera
and species, and in order to ensure informed chdareheir users, the power to adopt
acts in accordance with Article 290 TFEU shoulddeéegated to the Commission in
respect of adopting rules concerning the producaod making available on the
market of mixtures of plant reproductive materigldmging to different genera or
species listed in Annex |, or different varietiektbose genera or species, and in
respect of adopting rules concerning mixture ofpl@productive material belonging
to genera or species listed in Annex |, with pleegroductive material belonging to
genera or species not listed in Annex I.
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In order to ensure that plant reproductiveamal belonging to varieties, registration
of which is pending, is made available on the miakex transparent manner and to a
limited extent only, the power to adopt acts incadance with Article 290 TFEU
should be delegated to the Commission in respecsetfing out requirements
concerning labelling of packages and the maximuthaised quantities which may
be made available on the market for specific geoespecies.

In order to ensure that niche market matesiahade available on the market in a
limited and transparent manner, the power to adofstin accordance with Article 290
TFEU should be delegated to the Commission in splesetting out the maximum
size of packages, containers or bundles, and mgeints concerning traceability, lots,
and labelling of the niche market material concdrne

It is important to ensure that plant reprodigctmaterial not finally certified, and seed
not confirmed as complying with germination reqments, can be produced and
made available on the market under particular ¢mrdi. Therefore, the power to
adopt acts in accordance with Article 290 TFEU ¢thobe delegated to the
Commission in respect of setting out specific rules plant reproductive material

concerning the packages, containers and bundléss on small packages and
containers, the labelling of that material, theadion of period in which such seed
may be made available on the market, and the cobofethe provisional analytical

reports concerning germination.

It is important to ensure that plant reprotigcmaterial imported from third countries
fulfils the requirements of this Regulation. Theref, the power to adopt acts in
accordance with Article 290 TFEU should be delegjatethe Commission, in respect
of deciding whether plant reproductive material siecific genera, speciesr
categories produced in a third country, or paréicidreas of a third country, fulfils
requirements equivalent with those applicable smpteproductive material produced
and made available on the market in the Union.

It is important to ensure that the productaomd making available on the market of
plant reproductive material of particular generaspecies responds to increased
requirements of the society concerning their aducal performance and quality
characteristics for processing. In order to folldive technical and economic
developments of the sector, the power to adopt iaceecordance with Article 290
TFEU should be delegated to the Commission in spe listing the genera or
species with particular importance for the satigfgcand sustainable development of
agriculture in the Union.

In order to ensure updated standards fordbestration of varieties as appropriate for
the characteristics of genera or species with @dar importance for the sustainable
development of agriculture in the Union, the poweradopt acts in accordance with
Article 290 TFEU should be delegated to the Comimiissn respect of setting out
rules for the registration of varieties of those@m® or species concerning resistance to
pests, reduced need for input of specific resoyrdesreased content of undesirable
substances and increased adaptation to divergemtchgatic environment.

In order to ensure updated conditions for ghieability of variety denominations in
particular cases, the power to adopt acts in aeomel with Article 290 TFEU should
be delegated to the Commission in respect of getiut rules concerning the relation
of denominations to trade marks, their relation geographical indications or
designations of origin for agricultural productsiitten consents of holders of prior
rights to remove impediments to the suitabilityaoflenomination, specific criteria to
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determine whether a denomination is misleading anfusing, and the use of a
denomination in the form of a code.

It is important to ensure that plant reprotigctmaterial belonging to clones may only
be produced and placed on the market if it fulfilgrticular quality and health

requirements, and also belongs to genera or speties have a particular value for
particular market sectors. Therefore, the poweradopt acts in accordance with
Article 290 TFEU should be delegated to the Comimissn respect of adopting

quality and health requirements for clones of paléir genera or species, and in
respect of listing the genera or species, to wthehclones must belong in order to be
made available on the market.

In order to ensure that the information preddn the applications for registration of
varieties remain up to date to the developmentthefsector, and is relevant to the
particular features of the varieties belonginghtose genera or species, the power to
adopt acts in accordance with Article 290 TFEU d&thobe delegated to the
Commission in respect of setting out additionahgeto be included in the application
for particular genera or species.

In order to ensure updated standards for tlitsaby the Agency and the competent
authorities of premises of technical examinationd af the organisation of those
examinations, the power to adopt acts in accordauiteArticle 290 TFEU should be
delegated to the Commission in respect of settuigues concerning those audits.

In order to ensure updated standards foréhbnical examinations of varieties, the
power to adopt acts in accordance with Article Z8®&EU should be delegated to the
Commission in respect of setting out rules conegrmibligations for the qualification
and training of the staff of competent authorit@sthe applicants, the equipment
necessary to carry out the technical examinatlfmestablishment of variety reference
collections, the establishment of quality managdansstems, and the conduct of
growing trials and laboratory tests for particud@nera or species.

In order to ensure proportionate, fair andaipd amounts for the fees to be paid by
the applicants for the registration of a varietythe Union variety register, the power

to adopt acts in accordance with Article 290 TFEbWd be delegated to the

Commission in respect of setting out the amounthaf fees to be paid by the

applicant.

In order to ensure a comprehensive submissianformation for particular categories

or species of forest reproductive material, the grot@ adopt acts in accordance with
Article 290 TFEU should be delegated to the Comimiissn respect of setting out

conditions under which the operator's label be kupented by another document
produced by the professional operator.

In order to avoid risks in relation to qualijmd health of the forest reproductive
material concerned, the power to adopt acts inrdecme with Article 290 TFEU
should be delegated to the Commission in respestipplementing the requirements
set out in this Regulation concerning clones amahall mixtures, by determining the
maximum number of years or the maximum number wfeta to which the approval
of clones or clonal mixtures should be restricted.

In order to ensure that the exemption of sipadintities of seeds of forest reproductive
material, from the information requirements conagggngermination or viability, is
applied in a proportionate manner, the power tgpadots in accordance with Article
290 TFEU should be delegated to the Commissionespect of setting out the
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maximum quantities of those small quantities forrtipalar types of forest
reproductive material.

In order to ensure that the cost items forfdées charged by the competent authorities
on the registration of approved basic forest mateand the issuance of master
certificates are appropriate to the conducted vamdk updated, the power to adopt acts
in accordance with Article 290 TFEU should be dated to the Commission in
respect of setting out those items.

It is of particular importance that the Comsias carry out appropriate consultations
during its preparatory work for the adoption of etglted acts, including at expert
level. The Commission, when preparing and drawipgielegated acts, should ensure
a simultaneous, timely and appropriate transmissibmelevant documents to the

European Parliament and to the Council.

Implementing powers should be conferred on @oenmission in order to ensure
uniform conditions for the implementation of theoyisions of this Regulation
concerning the following:

(@) authorisation of Member States to adopt mormgent requirements than
those adopted pursuant to this Regulation concgrmlant reproductive
material of listed genera or species and forestorhtive material of listed
species and artificial hybrids,

(b) adoption of emergency measures,

(c) authorisation of Member States to permit, fanaximum period of one year,
the production and making available on the markieplant reproductive
material belonging to a variety of listed generajpecies not yet included in a
national variety register or in the Union register,

(d) authorisation of Member States to permit, fanaximum period of one year,
the making available on the market of plant repotiste material of listed
genera or species complying with lower requiremethist those adopted
pursuant to this Regulation,

(e) the organisation of temporary experiments,
(H the format of the national variety registerslahe Union variety register,
(g) the format for the application for the regisiva of varieties,

(h) modalities concerning the submission of nadificns concerning the
registration of varieties,

(i) the form of national lists concerning forespreductive material,

() the format of the notification of inclusion &@frest reproductive material in the
national list, and

(k) the format of master certificates for foregin@ductive material.

Those implementing powers should be exerdisextcordance with Regulation (EU)
No 182/2011 of the European Parliament and of tbanCil of 16 February 2011
laying down the rules and general principles camogr mechanisms for control by
Member States of the Commission’s exercise of impl&ing powers.

This Regulation respects the fundamental sigihid observes the principles recognised
in particular by the Charter of Fundamental Rigiftthe European Union and notably
respect for private and family life, the right taperty, the protection of personal data,
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(82)

freedom to conduct business and the freedom ofuwdt science. This Regulation
should be applied by the Member States in accoelamith those rights and
principles.

Since the objective of this Regulation, nam#dy establish the rules concerning
production and making available on the market @nplreproductive material to

ensure quality of the material and informed choides the users, cannot be
sufficiently achieved by the Member States and tbanefore, by reason of its effect,
complexity, trans-border and international chanadie better achieved at Union level,
the Union may adopt measures, in accordance wélptimciple of subsidiarity as set
out in Article 5 of the Treaty on European Union.dccordance with the principle of
proportionality, as set out in that Article, thieedRilation does not exceed what is
necessary in order to achieve that objective,

HAVE ADOPTED THIS REGULATION:
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PART |
GENERAL PROVISIONS

Article 1
Scope
This Regulation lays down rules on:
€)) the production, with a view to making availablethe market, of plant reproductive
material; and

(b) the making available on the market of plantodpctive material.

Article 2

Exclusions

This Regulation shall not apply to plant reproduetnaterial:

(@) intended solely for testing or scientific pusps;

(b) intended solely for breeding purposes;

(© intended solely for, and maintained by, genekbaorganisations and networks of
conservation of genetic resources, or persons belgnto those organisations or
networks;

(d) exchanged in kind between persons other thaiegsional operators.

Article 3
Definitions

For the purposes of this Regulation, the followdeginitions shall apply:

(1) ‘plants’ means plants as defined in Article) 2flRegulation (EU) No .../...@ffice
of Publications, please insert number of Regulatonprotective measures against
pests of planjson protective measures against pests of plants;

(2) ‘plant reproductive material' means plant(9atéde of, and intended for, producing
entire plants;

3) 'mother plant’ means an identified plant frorick plant reproductive material is
taken for reproduction of new plants;

(4) ‘generation’ means a group of plants congtigudi single step in the line of descent of
plants;

5) ‘making available on the market’ means the mgdor the purpose of sale within

the Union, including offering for sale or for anther form of transfer, and the sale,
distribution, import into, and export out of, theiion and other forms of transfer,
whether free of charge or not;

(6) ‘professional operator' means any natural @alleperson carrying out, as a
profession, at least one of the following actisti@ith regard to plant reproductive
material:

(& producing
(b) breeding;
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(c) maintaining;

(d) providing services;

(e) preserving, including storing; and
(H making available on the market.

(7) ‘competent authorities’ means competent adiberas defined in accordance with
Article 2(5) of Regulation (EU) No .../....dffice of Publication, please insert
number of Regulation on Official Contrgls

(8) ‘genetically modified organism' means a gead#{ianodified organism as defined in
Article 2(2) of Directive 2001/18/EC;

(9) ‘forest reproductive material' means plant@dpctive material intended for forestry
purposes;

(20) 'lot' means a unit of plant reproductive mateidentifiable by its homogeneity of

composition and origin.

Article 4
Free circulation

Plant reproductive material shall be subject toresirictions concerning its production and
making available on the market, other than thogkdawn in this Regulation, in Directive
94/62/EC, Regulation (EC) No 338/97, Directive 20@IEC, Regulation (EC) No
1829/2003, Regulation (EC) No 1830/2003, Regulatifid) No .../... [Office of Publication,
please insert number of Regulation on protectivasuees against pests of plapend in
Union legislation restricting the production or nrak available on the market of invasive
alien species.
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PART Il
PROFESSIONAL OPERATORS

Article 5
Registers of professional operators

Professional operators shall be registered in #gisters referred to in Article 61 of
Regulation (EC) No .../..(Office of Publication, please insert number of Ration on
protective measures against pests of plamtsccordance with the provisions of Article 62 o
that Regulation.

Article 6
General responsibilities of professional operators

Professional operators shall ensure that plantodemtive material produced and made
available on the market under their control fultiie requirements of this Regulation.

Article 7
Specific responsibilities of professional operatgsoducing plant reproductive material

Professional operators producing plant reproductiagerial shall:

(@ be available personally, or designate a petsdigise with the competent authorities
for the purpose of facilitating the official conisp

(b) identify and monitor the critical points of tipeoduction process, or of the making
available on the market, which may influence thaligu of the plant reproductive
material;

(c) keep records of the monitoring of the critipaiints referred to in point (b), which
shall be available for examination when requesiethe competent authorities;

(d) ensure that lots remain separately identifiable

(e) keep updated information on the premises anerddcations used for the production

of plant reproductive material;

() make sure that competent authorities have acteshe premises of production,
including premises and fields of third contractipgrties, and to the records of the
monitoring and all related documents;

(9) take measures, where appropriate, for the eramice of the identity of the plant
reproductive material in accordance with the aplie requirements of this

Regulation;
(h) make available to the competent authorities,reguest, any contracts with third
parties.
Article 8
Traceability
1. Professional operators shall ensure that pkproductive material is traceable at all

stages of production and making available on theketa
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For the purpose of paragraph 1, professionarabges shall keep information
allowing them to identify the professional operatorhich have supplied them with
plant reproductive material, and the material comeg.

On request, they shall make such information alukdléo the competent authorities.

For the purpose of paragraph 1, professionakrabges shall keep information
allowing them to identify the persons to whom tieye supplied plant reproductive
material and the material concerned, unless th&mabhas been supplied in retail.

On request, they shall make such information alukdléo the competent authorities.

In the case of plant reproductive material, ottan forest reproductive material,
professional operators shall keep records of thatpleproductive material referred
to in paragraphs 2 and 3 for three years after tterial has been respectively

supplied to or by them.
In the case of forest reproductive material, tispegtive period shall be ten years.
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PART Il

PLANT REPRODUCTIVE MATERIAL OTHER THAN

FOREST REPRODUCTIVE MATERIAL

TITLE |
General Provisions

Article 9
Scope

This Part shall apply to the production, with awi® making available on the market, and to
the making available on the market of plant repobde material other than forest
reproductive material.

Article 10
Definitions

For the purposes of this Part, the following deioms shall apply:

(1)

(2)

3)

(4)
(5)

(6)

(7)

'variety' means a plant grouping within a stngbtanical taxon of the lowest known
rank, which fulfils all of the following requiremin

(a) it is defined by the expression of the chargsties that results from a given
genotype or combination of genotypes;

(b) it is distinguished from any other plant graupiby the expression of at least
one of the characteristics referred to in point éagd

(c) it is considered as a unit with regard to wstability for being reproduced
unchanged;

‘official description' means a variety desadpt that has been produced by a
competent authority, includes the specific charties of the variety and makes the
variety identifiable by examination of its distineness, uniformity and stability;

‘officially recognised description' means aailgdion of a variety, which has been
recognised by a competent authority, includes ftheciic characteristics of the

variety, makes it identifiable and has been obthiog means other than examination
of the variety's distinctiveness, uniformity andalslity pursuant to the rules

applicable at the time of registration of that e#yiin accordance with Article 79;

‘clone’ means an individual progeny, originatlgrived from another plant by
vegetative reproduction, which remains geneticakintical to the latter;

'variety maintenance' means the actions torenthat a variety remains consistent
with its description;

'pre-basic material' means plant reproductiaenial which is at the first step of
production and is intended for the production oheot categories of plant
reproductive material;

'basic material' means plant reproductive nedtevhich has been produced from
pre-basic material, and is intended for the pradaadf certified material;
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(8) ‘certified material" means plant reproductivatemial which has been produced from
pre-basic or basic material;

(9) 'standard material' means plant reproductivéena other than pre-basic, basic or
certified material;

(20) ‘category’ means pre-basic material, basicenadt certified material or standard
material.

TITLE Il
Production and making available on the market of phnt
reproductive material belonging to genera and spees listed in
Annex |

CHAPTER |
Introductive Provisions

Article 11
Scope

1. This Title shall apply to the production and ngkavailable on the market of plant
reproductive material belonging to genera and sgewhich comply with one or
more of the following criteria:

(@) they represent a significant area of production
(b) they represent a significant value of produttio

(c) they are produced or made available on the etdrk a significant number of
professional operators in the Union;

(d) they contain substances which, for all or patr uses, must be subject to
particular rules concerning the protection of huraad animal health, and the
environment.

The genera and species referred to in paradrapé listed in Annex I.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, amending Annex | in order to adaptoitthe developments of technical
knowledge, scientific knowledge and economic data.

4. This Title shall also apply to rootstocks andeotparts of plants (hereinafter jointly
referred to as "rootstocks"), which belong to gareerd species not listed in Annex |,
if material of one of the genera or species listedAnnex |, or their hybrids, is
grafted on them.

Article 12
Categories of plant reproductive material

1. Plant reproductive material may only be produamed made available on the market,
under one of the following categories:

(@) pre-basic material,
(b) basic material,
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(c) certified material,
(d) standard material.

Plant reproductive material may not be produaed made available on the market

as standard material, if it belongs to genera a@cigs for which the costs and

certification activities necessary to produce arakenavailable on the market plant

reproductive material as pre-basic, basic andfeettmaterial are proportionate:

(@) tothe purpose of ensuring food and feed siguamnd

(b) to the higher level of identity, health and kfyaof the plant reproductive
material which result from the fulfilment of theguarements for pre-basic,
basic and certified material compared to thosestandard material.

3. The Commission shall be empowered to adopt d&ddgacts, in accordance with
Article 140, listing the genera or species whosspfteproductive material may not
be placed on the market as standard material fesae to in paragraph 2.

4, By way of derogation to paragraph 2 and 3, ptaptoductive material shall only be
produced and made available on the market as sthntterial if one or more of the
following cases apply:

(@) it belongs to a variety provided with an ofity recognised description;
(b) itis heterogeneous material in the meaningrtitle 14(3);
(c) itis niche market material in the meaning ofidle 36(1).
CHAPTER I
Requirements for the production and making availabbdn the
market
SECTION 1
L IST OF REQUIREMENTS
Article 13
Production and making available on the market ofgebasic, basic, certified and standard
material

1. Plant reproductive material produced and maddable on the market shall comply

with:
(@) the registration requirements set out in Saio
(b) the production and quality requirements setiouBection 3 for the relevant
category;
(c) the handling requirements set out in Section 4;
(d) the identification, and, where applicable, ifiedtion requirements set out in
Section 5.
2. Paragraph 1(b) shall not apply to productionumements of plant reproductive

material referred to in Article 14(3) and Articlé.3
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Article 14
Requirement to belong to registered varieties

1. Plant reproductive material may be producedraade available on the market only
if it belongs to a variety registered in a nationatiety register referred to in Article
51 or in the Union variety register referred tcAimicle 52.

2. By way of derogation to paragraph 1 of this éej rootstocks may be produced and
made available on the market without belonging t@i@ety registered in a national
variety register or in the Union variety register.

3. The Commission shall be empowered to adopt deddgacts, in accordance with
Article 140, setting out that, by way of derogatitmnparagraph 1 of this Article,
plant reproductive material may be produced andemahilable on the market
without belonging to a variety in the meaning ofrpp1) of Article 10 (‘hereafter
'heterogeneous material’) and not fulfilling thegueements on distinctiveness,
uniformity and stability as set out in articles 61, and 62 and satisfactory value for
cultivation and/or use or sustainable value fottication and/or use as set out in
articles 58 and 59.

Those delegated acts may set out one or more ofotlosving for heterogeneous
material:

(@) rules on labelling and packaging;

(b) rules concerning description of the materiatluding the breeding methods
and parental material used, description of the ygetdn scheme for the plant
reproductive material and availability of standaadnples;

(c) rules relating to information and samples obdarction to be kept by the
professional operators and the maintenance of Hterral;

(d) establishment by the competent authorities egjisters for heterogeneous
material, modalities for registration and contenthose registers;

(e) establishment of fees, and cost items for thkutation of those fees,
concerning the registration of heterogeneous natezferred to in point (d) in
a manner ensuring that the fee does not constthtarier to the registration of
the heterogeneous material concerned.

Those delegated acts shall be adoptefidsfice of Publications, please insert date
of application of this Regulation...JThey may be adopted per particular genera or
species.

Article 15
Requirement to belong to registered clones

Plant reproductive material belonging to a cloneg/ i@ produced and made available on the
market only if that clone is registered in a natilovariety register referred to in Article 51 or
in the Union variety register referred to in Aré&2.
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1.

SECTION 2
PRODUCTION AND QUALITY REQUIREMENTS

Article 16
Production and quality requirements for plant repdoctive material

Plant reproductive material shall be producedadeordance with the production
requirements set out in Part A of Annex Il and khalmade available on the market
only if it fulfils the quality requirements set ot Part B of Annex |l.

The Commission shall be empowered to adopt d&ddgacts, in accordance with
Article 140, supplementing the requirements reférte in paragraph 1. Where
appropriate, those delegated acts may specify tteagerements set out in Part D of
Annex Il.

Those delegated acts shall take into accountellegant international technical and
scientific standard recommendations:

(@) the Seed Scheme Rules and Regulations of th@ni3ation for Economic Co-
operation and Development (hereinafter. 'OECD");

(b) the seed potato standards of the United Nattecmnomic Commission for
Europe (hereinafter: 'UNECE);

(c) the rules on sampling and testing of the Iragamal Seed Testing Association
(hereinafter 'ISTA"); and

(d) the rules of the European and MediterraneamtFPaotection Organisation
(EPPO).

The Commission shall be empowered to adopt deddgacts, in accordance with
Article 140, amending Part A and Part B of Annexolladapt them to the technical
and scientific developments.

SECTION 3
HANDLING REQUIREMENTS

Article 17
Lots

Plant reproductive material shall be made aghdlan the market in lots. Those lots
shall be sufficiently homogeneous and identifiedesinct from other lots of plant
reproductive material.

During processing, packaging, storage, transportat delivery, lots of plant
reproductive material of different origins may bermged into a new lot. In that case
the professional operator shall keep records imetudiata about the origin of the
individual components of the new lot.

During processing, packaging, storage, transportat delivery, lots of plant
reproductive material may be split into two or mimes. In that case the professional
operator shall keep records concerning the origth@new lots.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, establishing additional rules for peutar genera or species in relation to
one or more of the following elements:
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(&8 maximum size of lots to ensure homogeneityhefglant reproductive material
concerned;

(b) composition of lots to ensure the maintenantehe identity of the plant
reproductive material concerned;

(c) identification of lots to ensure the tracedpibf the plant reproductive material
concerned.

Article 18
Packages, containers and bundles, and rules on drpatkages and containers

Plant reproductive material shall be made albkalaon the market as individual
plants, or in packages, containers or bundles.

Packages and containers shall be closed in @swely that they cannot be opened
without damaging the closure and, in the case okaging, without the packaging
showing signs of tampering.

Bundles shall be tied up in such a way thatntla¢erial forming parts of the bundles
cannot be separated without damaging the tie sr tie

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, setting out rules for specific geneya species one or more of the
following elements:

(@) the closure, including sealing or resealingpatkages, containers or bundles
to ensure the identity of the plant reproductiveenal concerned and to avoid
uncontrolled mixtures of lots;

(b) the establishment of a requirement that plapraductive material is to be
made available on the market only in packages,aoerts or bundles in order
to facilitate the traceability of the lots concetne

The Commission shall be empowered to adopt d&ddgacts, in accordance with
Article 140, setting out specific rules for the goation and making available on the
market of particular genera or species in smallkpges, containers or bundles.
Those rules may concern one or more of the follgvelements:

(@) maximum size and volume of the small packag@stainers or bundles;

(b) colour and content of labels, and methods béllang, of the small packages,
containers or bundles;

(c) examination of the small packages, containerbumdles and the contained
plant reproductive material,

(d) closure of the small packages.

SECTION 4
CERTIFICATION , IDENTIFICATION AND LABELLING REQUIREMENTS

Article 19
Certification and identification of pre-basic, basior certified material, and identification
of standard material

Pre-basic, basic or certified material shall deetified and identified through an
official label (‘official label').
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Official labels shall certify that pre-basic,sbaor certified material complies with
the relevant production and quality requirementseéesred to in Article 16.

The certification referred to in paragraphs d arshall be based on field inspections,
sampling and testing carried out in accordance thi¢ghrules referred to in Article 20
(hereinafter: 'certification schemes') and with pinevisions of Articles 22 to 26.

Standard material shall be identified througloperator's label (‘operator's label’).

Operators' labels shall attest that standarémaatomplies with the relevant quality
requirements as referred to in Article 16.

Article 20
Certification schemes

The certification schemes for pre-basic, basicestified material are set out in Part
C of Annex Il

The Commission shall be empowered to adopt d&ddgacts, in accordance with
Article 140, supplementing the certification schem&Vhere appropriate, those
delegated acts may specify those schemes, astdatiart D of Annex II.

Those delegated acts shall take into accourdppécable international technical and
scientific standard recommendations such as:

(@) the Seed Scheme Rules and Regulations of OECD;
(b) the seed potato standards of UNECE;

(c) the rules on sampling and testing of ISTA; and

(d) the rules of EPPO.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, amending Part C and Part D of Annesolladapt them to the technical
and scientific developments.

Article 21
Content of the official label and operator's label

The official label and the operator's label kbahtain the information set out in Part
A of Annex llI.

The official label and the operator’s label sbal written in one of the official Union
languages. They shall be legible, indelible, pdnt@ one side, not previously been
used and easily visible.

The official label shall have a distinct coloper category of plant reproductive
material.

In case the issuance of a plant passport isireshjypursuant to Article 74(1) and
Article 75(1) of Regulation (EU) No .../...dffice of Publication, please insert
number of Regulation on protective measures aggiasts of planis the official
label shall include the plant passport as setrodriicle 78(3) of that Regulation.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, setting out requirements, further tee trequirements referred to in
paragraphs 1 and 2, for official labels and opegatabels. Those requirements shall
concern one or more of the following elements:
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(@) the colours of the label for specific categer@nd other groups of plant
reproductive material;

(b) indications concerning a label number;

(c) indications of generations of pre-basic, basgetified and standard material;
(d) the indication of variety types including irgpaecific or interspecific hybrids;
(e) the indication of subdivisions of categoriesé@ng different conditions;

() in case of mixtures, the indication of the pertage by weight of the various
components by species and, where appropriate, fistya

(g) indications concerning the intended use oftiagerial.

6. This Article shall apply without prejudice to tAdle 49(4) of Regulation (EC) No
1107/2009 concerning the label and the documerdsngganying treated seeds in
the meaning of that Regulation.

7. The Commission shall, by means of implementiag,aadopt the format(s) of the
official label and operator's label. Those formatay be adopted per genera or
species. Those implementing acts shall be adoptedadcordance with the
examination procedure referred to in Article 141(3)

Article 22
Responsibility to produce and affix official labels

The official labels shall be produced and affixgd b

@) the professional operator, under the officigdesvision of the competent authority;
or
(b) the competent authority, if requested so by phefessional operator, or if the

professional operator concerned is not authorisesiyant to Article 23.

Article 23
Authorisation of professional operators to carry baertification and produce official labels
1. Professional operators may be authorised bygdhgetent authority to carry out the

certification and produce the official labels undéiicial supervision, as referred to
in point (a) of Article 22, only if they fulfil albf the following conditions:

(@) they possess the necessary knowledge to thkl production and quality
requirements and comply with the certification soke adopted pursuant to
Articles 16(2) and 20(2), and, where applicabldijlfthe requirements adopted
pursuant to point (a) of paragraph 3 of this Adjcl

(b) they possess, or have access to, adequatenesntimnd laboratories to apply
correctly and efficiently the requirements refertedin Articles 16(2) and
20(2), in particular equipment and laboratories plymg with the
requirements adopted pursuant to point (b) andf(ppragraph 3;

(c) they have identified, and have the capabilityntonitor, the critical points of
the production process which may influence the iguand identity of the
plant reproductive material, and keep records efrésults of that monitoring;

(d) they are capable to ensure that lots remaimtiitktole as referred to in
Article 7,
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(e) they have in place systems and provisions surenthe fulfilment of the
traceability requirements set out in Article 8;

() they use appropriately qualified inspection daboratory staff, in particular
inspection and laboratory staff, complying with thequirements adopted
pursuant to point (c) of paragraph 3.

The authorisation referred to in paragraph 1 maytanted for particular or all
genera or species.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, supplementing the provisions of pasagir 1, to ensure the ability of the
professional operators to properly carry out aal#é certification of the plant
reproductive material concerned. Those delegatesimay concern one or more of
the following elements:

(@) qualification, training and activities of pref&onal operators, and of other
persons which may be entrusted, by the professiopatators, with field
inspections, sampling and testing;

(b) suitability of premises and availability of paular equipment to be used by
the professional operators concerned,

(c) requirements for laboratories which may be wsied with testing by the
professional operators.

Article 24
Official supervision by the competent authorities

For the purposes of the official supervisioreredd to in point (a) of Article 22,
competent authorities shall, at least once per, yearduct audits to ensure that the
professional operator fulfils the requirements mefe to in Article 23.

For the purposes of the official supervisioneredd to in point (a) of Article 22,

competent authorities shall furthermore carry dificial inspection, sampling and

testing on a proportion of the crops in the fietowl the lots of plant reproductive
material, to confirm compliance of that materialttwihe production and quality
requirements referred to in Article 16(2). Thatgwdion shall be determined on the
basis of the potential risk of non-compliance wiitbse requirements.

In addition to the inspection, sampling andibgsteferred to in paragraph 2, the
competent authorities may carry out further fieldgections, sampling or testing, if
requested so by the professional operator.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, supplementing the provisions of pasgirs 1, 2 and 3. Those delegated
acts may concern one or more of the following eletsie

(@) the proportion of the crops in the fields todubject to inspections, sampling
and testing, as referred to in paragraph 2, faiquear genera or species;

(b) monitoring activities to be carried out by twmmpetent authorities.
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Article 25
Official labels produced by the competent authosgi

Where the official labels are produced by the caemteauthorities, as referred to in point (b)

of Article 22, the competent authorities shall gaout all necessary field inspections,

sampling and testing in accordance with the cedifon schemes, adopted pursuant to Article
20(2), to confirm compliance with the productiordaguality requirements adopted pursuant
to Article 16(2).

Article 26
Withdrawal or modification of the authorisation

1. Where a competent authority finds, after grantine authorisation referred to in
Article 23(1), that a professional operator doesfalhil the requirements referred to
in that Article, it shall request the professioglerator to take corrective actions
within a specified period of time.

2. The competent authority shall without delay ditw, or modify as appropriate, the
authorisation if the professional operator does aygply the corrective measures
referred to in paragraph 1 of this Article withivetspecified period of time.

Article 27
Notification of the intended production and certdation of pre-basic, basic and certified
material

Professional operators shall inform the competattiaities in due time about their intention

to produce pre-basic, basic and certified mat@teht reproductive material, and to carry out
the certification referred to in Article 19(1). Tthaotification shall state the plant species and
categories concerned.

Article 28
Production of operator's label for standard matetia

Operators' labels shall be produced and affixedhleyprofessional operator after verifying
through its own inspections, sampling and testithgat the plant reproductive material
complies with the production and quality requiretseas referred to in Article 16.

Article 29
Reference to lots

1. The official label and the operator's label kbal produced with reference to a lot.
They shall be affixed, where applicable, to indiad plants or on the outside of
packages, containers and bundles.

2. If a lot is split into more lots, a new officiilbel or operator's label shall be issued
for each lot. If several lots are merged into a nety a new official label or
operator's label shall be issued for that new lot.
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2.

CHAPTER Il
Tests

Article 30
Post certification tests for pre-basic, basic anertified material

After the certification referred to in Article9(l), the competent authorities may
carry out tests on the plant reproductive matéhateinafter 'post certification tests’)
to confirm that it complies with the quality reqemnents as referred to in Article
16(2) and the certification schemes adopted putdoafrticle 20(2).

Competent authorities shall design and plarptst certification tests on the basis of
a risk analysis concerning possible non-compliammfe the respective plant
reproductive material with those requirements.

Post certification tests shall be carried ouwbdlgh samples taken by the competent
authority. They shall assess the identity and puwritthe plant reproductive material
concerned.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, setting out rules for the post cectiion tests of plant reproductive
material belonging to particular genera or spediésse rules shall take into account
the development of scientific and technical knowkedThey may concern the
following:

(@) the proportion of samples per genera and spetid categories submitted to
tests;

(b) the testing procedure.

Article 31
Non-compliance of professional operators with quglrequirements and certification
schemes

Where the post certification tests show thath@sic, basic or certified material has
not been produced or made available on the manrketompliance with the
production and quality requirements referred toAnicle 16(2), and with the
certification schemes referred to in Article 20(8)e competent authorities shall
ensure that the professional operator concernedstdke necessary corrective
actions. Those actions shall ensure that the nahtewncerned either complies with
those requirements or is withdrawn from the market.

If it is repeatedly found, during the post desétion tests, that a professional
operator produces or makes available on the malaeit reproductive material
which does not comply with the quality requiremergferred to in Article 16(2), or
with the certification schemes referred to in AdiQ0, the provisions of Article
26(2) shall apply.
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CHAPTER IV
Mixtures

Article 32
Mixtures of genera and species listed in Annex |

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, adopting rules concerning the produttand making available on the
market of mixtures of plant reproductive materialdmging to different genera or
species listed in Annex I, or different varietiésltose genera or species. Those rules
may derogate from the following provisions:

(&) the production and quality requirements adopteguant to Article 16(2);
(b) the provisions of Article 17 concerning lots;

(c) the provisions of Article 18 concerning packsgeontainers and bundles, and
rules on small packages and containers; and

(d) the provisions of Article 21, concerning thentamt and format of the official
label and operator's label.

The rules referred to in paragraph 1 shall con@me or more of the following
elements:

(@) maximum size and volume of lots, packages,anets or bundles;

(b) colour and content of labels;

(c) denomination of the mixture and descriptionihaf composition of the mixture;
(d) closure of packages, containers or bundles;

(e) requirements for the production and inspectafrithose mixtures;

(H requirements facilitating the traceability diet percentage by weight of the
various components shown by species and, wher@ppaie, by variety.

Article 33
Preservation mixtures

Competent authorities may authorise the prodncind making available on the
market of a mixture of plant reproductive matebalonging to genera or species
listed in Annex I, with plant reproductive materislonging to genera or species not
listed in Annex I, if that mixture fulfils both dhe following conditions:

(&) it contributes to the conservation of genetisources and the preservation of
the natural environment;

(b) it is naturally associated with a particulagion (hereinafter: ‘region of
origin’). Hereinafter, such mixture is referrecat’'preservation mixture'.

When a competent authority authorises the pitomtuand making available on the
market of a preservation mixture, it shall identife region of origin taking into
account information from plant genetic resourcénarities or organisations.

The Commission shall be empowered to adopt deddgacts, in accordance with
Article 140, setting out, with regard to all or fiewlar genera or species, the
following:
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(&) a procedure for the authorisation referredhtparagraph 1;

(b) requirements for the authorisation referrednigparagraph 1, further to the
requirements set out in that paragraph;

(c) requirements for the packages and containeaspoéservation mixture;
(d) labelling requirements for preservation mixgjre
(e) rules on the identification of region of origin

(H the obligation for professional operators tqaod on the production and
making available on the market of preservation ores;

(g) the obligation for Member States to report tee tCommission on the
application of the provisions of this Article.

CHAPTER V
Derogations

SECTION 1
DEROGATIONS FROM REGISTRATION REQUIREMENTS

Article 34
Plant reproductive material of varieties whose rsfyation is pending

By way of derogation from Article 14(1), competeauthorities may authorise
professional operators, for a specified period inofetf to make available on the
market for tests and trials, on farms or other pobidn premises, maximum
guantities of plant reproductive material belongtnga variety not registered in a
national variety register pursuant to Article 79tlo@ Union variety register pursuant
to Article 94(1).

The authorisation referred to in paragraph 1 roaly be granted if the plant
reproductive material belongs to a variety for whian application has been
submitted for registration in a national varietgister pursuant to Article 66 or for
registration in the Union variety register pursu@nArticle 94.

In order to obtain the authorisation referredirtoparagraph 1, the professional
operator shall submit to the competent authoribiethe Member States, where the
relevant tests and trials are to take place, agsiquith the following information:

(@) adescription of the proposed tests and trials;
(b) the objectives pursued by those proposed &estgrials;
(c) the locations in which those tests and triad¢sta be carried out;

(d) the provisional denomination of the variety icaded in the application for
registration;

(e) the procedure for the maintenance of the wgriet

(H information about the authority before whicle thpplication for the registration
of the variety is pending, and the reference assida that application;

(g) the duration of the authorisation requested,;
(h) the quantities of the material to be made abéél on the market.
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The Member States whose competent authoritiee lgganted the authorisation
referred to in paragraph 1 shall inform thereof itbther Member States, the
Commission and the European Agency for Plant Masget(hereinafter: "the
Agency").

By 31 March of each year, the Agency shall reporthe Commission and the
Member States on the authorisations granted purstoarparagraph 1 and the
information submitted pursuant to paragraph 3 dutine preceding year.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, supplementing paragraphs 1, 2 and 3sbéiting out requirements
concerning the following elements:

(@) labelling of packages; and

(b) the maximum quantities which may be made abkilaon the market for
specific genera or species pursuant to paragraph 1.

Article 35

Derogations from registration requirements in th@age of temporary difficulties in supply

1.

By way of derogation from Article 14(1pnd in order to remove temporary
difficulties in the general supply of plant repratiue material that may occur in the
Union, the Commission may, by means of implementwts, authorise Member
States to permit, for a maximum period of one yélae, production and making
available on the market of plant reproductive matdselonging to a variety not
included in a national variety register or in thanidh variety register. Those
implementing acts may set out the maximum quastitiéhich may be made
available on the market per genera or species.

The implementing acts referred to in paragraghdll be adopted in accordance with
the examination procedure referred to in accordantteArticle 141(3).

The authorisations referred to in paragraph dll dbe granted on the basis of a
reasoned request submitted by the Member Statesowect

Those authorisations shall only be granteddfd@rogation referred to in paragraph 1
IS necessary and proportionate to the objectivembving the temporary difficulties
in the general supply of the plant reproductiveenat concerned.

The label of the plant reproductive material madailable on the market pursuant to
paragraph 1 shall be brown. It shall state thatrépeoductive material in question
belongs to a non-registered variety.

Article 36

Derogations from registration requirements in th@ge of niche market plant reproductive

material

Article 14(1) shall not apply to plant reproduetmaterial where all of the following
conditions are fulfilled:

(@) it is made available on the market in smallrjiig@s by persons other than
professional operators, or by professional opesagonploying no more than
ten persons and whose annual turnover or balarest sttal does not exceed
EUR 2 million;

(b) itis labelled with the indication 'niche markeaterial'.
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That plant reproductive material is hereinafteerefd to as 'niche market material'.

2. The person having acquired niche market matshall not make available on the
market that material, or plant reproductive mateslatained by planting that niche
market material.

3. The persons who produce niche market materal kbep records of the quantities
of the material produced and made available onniaeket, per genera, species or
type of material. On request, they shall make thoseords available to the
competent authorities.

4, The Commission shall be empowered to adopt d&ddgacts, in accordance with
Article 140, setting out, with regard to the protloie and making available on the
market of niche material belonging to particulang@ or species, one or more of the
following:

(@) the maximum size of packages, containers odliesn

(b) requirements concerning traceability, lots daldelling of the niche market
material concerned.

(c) modalities of making available on the market.

SECTION 2
DEROGATION FROM PRODUCTION AND QUALITY REQUIREMENTS

Article 37
Reduced germination requirements, and other reducgdhlity requirements, in case of
temporary difficulties in supply

1. In order to remove temporary difficulties in theneral supply of plant reproductive
material that may occur in a Member State, the aiend authority of the Member
State concerned may authorise the making availabléhe market of seed with a
reduced germination rate, provided that such rateeduced by less than 5%
compared to the germination rate required pursigeAtticle 16(2).

That authorisation shall be granted, on the bdsée reasoned request submitted by
the professional operator concerned, for a spep#éigod of time which shall not
exceed four months.

The label of the seed referred to in paragraph dll shdicate the actual lower
germination rate.

2. In order to remove temporary difficulties in theneral supply of plant reproductive
material that may occur in a Member State, the aiend authority of the Member
State concerned may authorise the making availablethe market of plant
reproductive material with reduced quality requiesnts, other than the reduced
germination requirements as referred to in pardgrbpcompared to the quality
requirements applicable pursuant to Article 16(2).

That authorisation shall be granted, on the bdse reasoned request submitted by
the professional operator concerned, for a spep#igod of time which shall not
exceed four months.

The label of the plant reproductive material madgilable on the market pursuant to
this paragraph shall be brown. It shall state thatreproductive material in question
complies with lower quality requirements than thoeferred to in Article 16(2).
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Member States shall notify the Commission arel dther Member States of each
authorisation granted pursuant to paragraphs 2and

The Commission may decide, by means of implemegrsicts, that the authorisations
referred to in paragraphs 1 or 2 are to be repeatedmended, in case those
measures are not in compliance with the conditiohshose paragraphs, or are
deemed inappropriate or disproportionate to achiédwe objectives of those
paragraphs. Those implementing acts shall be adopteaccordance with the
examination procedure referred to in Article 141(3)

SECTION 3
DEROGATIONS FROM LABELLING , CERTIFICATION AND IDENTIFICATION
REQUIREMENTS

Article 38
Plant reproductive material which is not finally ctfied

Plant reproductive material, other than the seefisned to in Article 39, which has
been harvested in one Member State, but has ndieest finally certified as pre-
basic, basic or certified material pursuant to @etil9(1), may be made available on
the market by reference to those categories if:

(@) prior to the harvesting, a field inspection baen carried out by the competent
authority and has confirmed compliance of that matevith the production
and quality requirements referred to in Article 2)5(

(b) the plant reproductive material is identified aot finally certified material
pursuant to Article 19; and

(c) the requirements set out in paragraphs 2 te éusfilled.

Plant reproductive material referred to in peaph 1 may be made available on the
market only once from one professional operatoariother, without being further
transferred to any other person.

The professional operator shall inform in advatheecompetent authority concerned
of its intention to make available on the marketnplreproductive material referred
to in paragraph 1.

If the Member State, where the plant reprodectimaterial has been harvested
(hereinafter: 'Member State of production’), ane khember State where the plant
reproductive material is certified pursuant to &di 19(1) (hereinafter. 'Member

State of certification’) are different, the commetauthorities of the Member States
concerned shall exchange the relevant informatancerning the making available

on the market of that material.

On request, the Member State of production shgliply all relevant production
information to the Member State of certificatiorhneTMember State of certification
shall supply information on the quantities certifiego the Member State of
production.

The Commission shall be empowered to adopt, irordemce with Article 140,
delegated acts setting out specific rules for pteptoductive material referred to in
paragraph 1, concerning the following elements:

(a) packages, containers and bundles, and rules o gat&bhges and containers;
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(b) the labelling of that material.

Plant reproductive material, other than the seefisned to in Article 39, which has
been harvested in a third country, but has nobgen finally certified as pre-basic,
basic or certified material pursuant to Article I9(may be made available on the
market by reference to those categories if:

(@) a decision on equivalence has been adoptedignirso Article 44 concerning
that third country,

(b) the requirements set out in paragraphs 1(a) (ahd2 and 3 and adopted
pursuant to paragraph 6 are fulfilled,

(c) the competent authorities of the Member Staig #hird country concerned
exchange the relevant information concerning thé&imgaavailable on the
market of that material, and

(d) on request, the competent authorities of tlewdntry concerned supplies all
relevant production information to the Member Stiteertification.

For that purpose references made in those pplagrto the Member States of
production shall be construed as references matteetthird country concerned, and
references made in those paragraphs to the reqemterset out pursuant to Article
16(2) shall be construed as references made toagquot requirements.

Article 39
Seeds not certified as complying with applicablergaation requirements

Competent authorities may authorise the makuagjable on the market of seeds for
a specific period of time, as pre-basic, basic ertifted material, without the

germination requirements established pursuant ticlér16(2) having been yet
confirmed, if this is considered necessary to ms&ed rapidly available on the
market.

Seed referred to in paragraph 1 may be mad&ableaon the market only once, from
one professional operator to another, without béurther transferred to any other
person, on the basis of a provisional analytigabreconcerning germination.

The Commission shall be empowered, in accordavitte Article 140, to adopt

delegated acts setting out the conditions undechveeed of particular genera or
species may be made available on the market alsgsie; basic material or certified
material pursuant to paragraphs 1 and 2. Those itcmm&l may concern the

following:

(@) labelling requirements;

(b) the duration of period in which such seed maynrbade available on the
market; and

(c) the content of the provisional analytical répaoncerning germination.
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SECTION 4
DEROGATIONS FROM MISCELLANEOUS REQUIREMENTS

Article 40
More stringent quality requirements

The Commission may authorise Member States, égns of implementing acts, to
adopt more stringent production and quality requasts than those referred to in
Article 16(2), or more stringent certification ral¢ghan those referred to in Article
20(2).

Those implementing acts shall be adopted in acooelavith the examination
procedure referred to in Article 141(3).

In order to obtain the authorisation referredntgaragraph 1, Member States shall
submit to the Commission a request setting out:

(a) the draft provisions containing the proposepir@ments;
(b) ajustification on the necessity and propowidg of such requirements; and

(c) whether the proposed requirements would be geemt or for a specified
period.

The authorisation referred to in paragraph 1l dfeagranted only if the following
conditions are fulfilled:

(@) the implementation of the draft provisions, raserred to in point (a) of
paragraph 2, ensures improvement of the qualitghef plant reproductive
material concerned, protection of the environmemt soistainability of
agricultural development; and

(b) the draft provisions are necessary and prapuate to their objective.

Article 41
Emergency measures

Where plant reproductive material is likely tonstitute a serious risk to human,
animal and plant health and environment, and susk cannot be contained
satisfactorily by means of measures taken by thenbg State concerned, the
Commission shall take without delay, by means ofplementing acts, any
appropriate interim emergency measures. Those mesasoay include provisions
restricting or prohibiting the making available dhe market of the plant
reproductive material concerned, depending on theity of the situation.

The measures referred to in paragraph 1 maykenton the Commission’s own
initiative or at the request of a Member State.yThleall be adopted in accordance
with the examination procedure referred to in Aetit41(3).

On duly justified imperative grounds of urgerioyaddress a serious risk to human
health, the Commission shall adopt immediately iapple implementing acts in
accordance with the procedure referred to in Aetict1(4).

Where a Member State officially informs the Coission of the need to take
emergency measures and the Commission has not attextcordance with
paragraph 1, that Member State may adopt any apatepinterim emergency
measures. Those measures may include provisiotrsctiag or prohibiting within
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the territory of that Member State the making aladg on the market of the plant
reproductive material concerned, depending on tfavity of the situation. The
Member State concerned shall immediately informdtieer Member States and the
Commission of the measures adopted, stating thengsofor its decision.

5. The Commission may decide, by means of implemgnacts, that the national
interim emergency measures referred to in parageapére to be repealed or
amended. Those implementing acts shall be adoptedctordance with the
examination procedure referred to in Article 141(Bye Member State concerned
may maintain its national interim emergency measurdil the date of application of
the implementing acts referred to in this paragraph

6. This Article shall apply without prejudice toyameasures adopted pursuant to
Article 23(2) of Directive 2001/18/EC or Article 34f Regulation (EC) No
1829/2003 which prohibits or restricts the cultivat of genetically modified

organisms.
Article 42
Temporary experiments
1. The Commission may, by means of implementing, ab¢cide the organisation of

temporary experiments to identify improved alteives to any measures set out in,
or adopted under, this Part. Those implementing awy provide for derogations
from the provisions of this Part. They shall be @dd in accordance with the
examination procedure referred to in Article 141(3)

2. The implementing acts referred to in paragrapdll specify the genera or species
concerned, the conditions of the experiments paeigeor species, the duration of
the experiments, and the monitoring and reportibligations of the participating
Member States. They shall take into account theludea of techniques for
reproduction, production and control of the plagroductive material concerned.

3. The duration of an experiment shall not excemeeis growing cycles of the plant
reproductive material concerned, and shall in @asegcnot exceed seven years.

CHAPTER VI
Imports from and exports to third countries

SECTION 1
| MPORTS

Article 43
Imports on the basis of Union equivalence

Plant reproductive material may be imported fronndtltountries only if it is established,
pursuant to Article 44, that it fulfils requiremenéquivalent to those applicable to plant
reproductive material produced and made availablge market in the Union.

Article 44
Commission Decision oequivalence

1. The Commission may decide, by means of implemgnacts, whether plant
reproductive material of specific genera, speciesategories produced in a third
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country, or particular areas of a third countryfifsi requirements equivalent with
those applicable to plant reproductive materiadpoed and made available on the
market in the Union, on the basis of:

(@) a thorough examination of information and datavided by the third country
concerned pursuant to Article 124(1) of RegulatiBy) No .../... [Office of
Publications, please insert the number of the Ragu on official controlk
and

(b) the satisfactory outcome of a control performedaccordance with Article
119(1) of Regulation (EU) No .../..dffice of Publications, please insert the
number of the Regulation on official contiols

Those implementing acts shall be adopted in acooelavith the examination
procedure referred to in Article 141(3).

When adopting the decisions referred to in pafg 1, the Commission shall
consider whether:

(@) the controls on variety maintenance carriediouhe third country afford the
same assurances as those provided for in Articléf 8@rieties registered in a
national variety register or in the Union varieggister are to be maintained in
the third country concerned; and

(b) the requirements in the third country concegnihe production and making
available on the market of plant reproductive mater

(i) afford the same assurances as the productounreaments set out in Part
A to Annex I, and the requirements adopted purst@Article 16(2);

(i) afford the same assurances as the qualityireauents set out in Part B to
Annex Il, and the requirements adopted pursuaAttiole16(2);

(i) afford the same assurances as the certibcaschemes of Part C to
Annex Il, and the requirements adopted pursuaAtticle 20(1);

(iv) afford the same assurance as the controlsiechrout according to
Regulation (EU) No .../... Qffice of Publications, please insert number
of Regulation on Official Contrd|s

For the purpose of adopting the decisions refeto in paragraph 1, the Commission
may apply the provisions of Article 71 of RegulatigEU) No .../... Dffice of
Publication, please insert number of RegulationGfficial Controld concerning the
approval of pre-export controls carried out bydhaountries.

Article 45
Information to be provided in the case of imports

Plant reproductive material imported from thelintries shall be made available on
the market with the following information:

(@ an indication that the plant reproductive matectoncerned 'meets EU rules
and standards’;

(b) the species, variety, category and lot numlbeéne plant reproductive material
concerned;

(c) the date of official closure, in case of makiagailable on the market in
containers, packages or bundles;
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(d) the third country of production and the respectompetent authority;

(e) where applicable, the last third country whéwee plant reproductive material is
imported from;

() the declared net or gross weight of the impbgiéant reproductive material or
declared number of imported lots of plant reprothecinaterial,

(g) the person importing the plant reproductiveariat.
2. The information referred to in paragraph 1 shalprovided:

(@) in the case of pre-basic, basic or certifiedemal, on an official document or
on an additional official label;

(b) in the case of standard material, on the opgsdabel.

SECTION 2
EXPORTS

Article 46
Exports from the Union

1. Where the export of plant reproductive matdnah third country is governed by an
agreement with that third country, that export sbamply with that agreement.

2. Where the export of plant reproductive matenad third country is not governed by
an agreement with that country, that export steetplace in accordance with the
rules of the third country into which that plantpreductive material is to be
exported.

3. Where the export of plant reproductive matdoa third country is neither governed
by an agreement with a third country nor by thesuwf the third country into which
that plant reproductive material is to be exportib@, requirements for production
and making available on the market of plant repctile material within the Union
territory, as set out in Articles 13 to 42, shalpby.

TITLE 1
Production and making available on the market of phnt
reproductive material not belonging to genera or secies listed in
Annex |

Article 47
Scope

This Title shall apply to the production and makiagailable on the market of plant
reproductive material belonging to genera and gseather than the ones listed in Annex I.

Article 48
Basic requirements

1. Plant reproductive material shall be made abkilan the market in accordance with
the following requirements:

(@ it shall be visually free from any defects likéo impair its usefulness for the
purposes it is intended;
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(b) it shall have good vigour and appropriate disiens, as appropriate for the
genera and species concerned, to ensure its uss$ufor the purposes it is
intended;

(c) in the case of seeds, it shall have satisfgag@rmination, as appropriate for
the genera and species concerned, to allow an e number of plants per
area after sowing, and to ensure the maximum vyaid quality of the
production;

(d) if made available on the market with referericea variety, it shall have
sufficient varietal identity and purity, as appnape for the genera and species
concerned, to ensure informed choices by its users;

(e) it shall at least on visual inspection, be sattsally free from any pests
impairing quality, or any signs or symptoms therewtich reduce its
usefulness.

Compliance with the requirements of points (B), (c), (d) and (e) of paragraph 1
shall be assessed in light of the applicable irtgonal standard recommendations:

(@) the Seed Scheme Rules and Regulations of OECD;
(b) the seed potato standards of UNECE;

(c) the rules on sampling and testing of the Iragomal seed testing association
ISTA for the genera or species concerned,;

(d) and the rules of EPPO.

Where no international standard recommendatiexist for genera or species
concerned, compliance with the requirements of sofa), (b), (c), (d) and (e) of

paragraph 1 shall be assessed in the light ofrdlevant national standards of the
Member State, where the plant reproductive matesifdr first time made available

on the market

Plant reproductive material shall be made abbilan the market in lots. Where lots
of plant reproductive material of different origiase merged into a new lot during
packaging, storage, transport or at delivery, thefggsional operator shall keep
records including data about composition and thegirorof the individual
components of the new lots.

If a lot is split into more lots, the professiomglerator shall keep records for each
new lot and its origin.

Article 49
Labelling

Plant reproductive material, when made available the market, shall be
accompanied by a label, containing the informasienout in Part B to Annex .

The label referred to in paragraph 1 shall bedpced by the professional operator
and shall be clear and indelible. It shall be &fi>on the outside of the package, the
container or the bundle of plant reproductive mateft shall be printed in at least
one of the official languages of the Union.

Where reproductive material is made availabletren market with a reference to
genera or species rather than a variety, the wioiesl operator shall indicate on the
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label referred to in paragraph 1 the species onmf species in such a way as to
avoid confusion with any varietal denomination.

The colour and form of the label shall be sufisally distinct from the colour and
the form of the official labels referred to in Atties 19(1).

This Article shall apply without prejudice to tAdle 49(4) of Regulation (EC) No
1107/2009 concerning the label and documents acaoynpg treated seeds in the
meaning of that Regulation.

Article 50
Making available on the market with reference toneties

Plant reproductive material shall be made alhdlan the market with reference to a
variety only in one or more of the following cases:

(a) the variety is legally protected by a planti@r right in accordance with the
provisions of Regulation (EC) No 2100/94 or in adamce with national
provisions;

(b) the variety is registered in a national variedgister as referred to in Article 51
or in the Union variety register as referred té\icle 52;

(c) the variety has been entered in any other publiprivate list with an official
or officially recognised description and a denortiora

Plant reproductive material made available @artfarket pursuant to points (a) and
(b) of paragraph 1 shall bear the same variety ahémation in all Member States.

Where the variety is not protected by a plant warreht or registered pursuant to
Title IV, as referred to in points (a) and (b) @rpgraph 1, but has been entered in a
public or private list with an official or officigf recognised description and a
denomination as referred to in points (b) and fcthat paragraph, the professional
operator may request the advice of the Agency conag the suitability of the
denomination pursuant to the provisions of Arti6ke Following that request, the
Agency shall submit to the applicant a recommendabn the suitability of the
variety denomination, as requested by the applictaiting into account the
requirements set out in Article 64.

TITLE IV
Registration of varieties in national and Union varety registers

CHAPTER |
Establishment of national and Union variety registe

Article 51
Establishment of national variety registers

Each Member State shall establish, publish gathte a single national register of
varieties and clones (hereinafter 'national vanietyster’).

The Commission shall adopt, by means of impleémgnacts, the format of the
national variety registers. Those implementing atiall be adopted in accordance
with the examination procedure referred to in Aetit41(3).
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Article 52
Establishment of a Union variety register

The Agency shall establish, publish and updatengle register of varieties and
clones (hereinafter "Union variety register”).

The Union variety register shall include the foliag:

(@) varieties and clones directly registered in tbeion variety register in
accordance with Chapter V; and

(b) varieties and clones registered in nationaletaregisters in accordance with
Chapter 1V, as notified by the Member States toAgency in accordance with
Chapter VI.

The Commission shall adopt, by means of impleémgnacts, the format of the
Union variety register. Those implementing actdldf@adopted in accordance with
the examination procedure referred to in Articld(@3.

CHAPTER I
Content of the national and Union variety registers

Article 53
Data concerning varieties

For varieties, the national and Union varietyisters shall include at least:
(@) the name of the genus or species to whichdhiety belongs;

(b) the denomination of the variety and, for vaegimade available on the market
before the entry into force of this Regulation, wehapplicable, its synonyms;

(c) the name, and, where applicable, the referanogber, of the applicant;

(d) the date of the registration of the variety ,antere applicable, of the renewal
of the registration;

(e) the date of the end of validity of registration

() the official description of the variety, or, wre, applicable, the officially
recognised description of the variety with an iadicn of the region(s) where
the variety has historically been grown and to Wwhitcis naturally adapted
("region(s) of origin™);

(g) the name of the professional operator resptndty the maintenance of a
variety;

(h) where applicable, the indication that the \grmontains a genetically modified
organism,;

(i) where applicable, the indication that the viries a component variety of
another registered variety;

() where applicable, the indication that plantrogpuctive material belonging to
the variety is only produced and made availabléhemrmarket in rootstocks;

(k) where applicable, a summary of the resultdheféxaminations for satisfactory
value for cultivation and/or use as referred téiticle 58, or sustainable value
for cultivation and/or use as referred to in Agi&o.
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2.

Notwithstanding point (g) of paragraph 1, thenea of the professional operators
need not be indicated in the register when sevprafessional operators are
responsible for the maintenance of the varietythat case, the national variety
registers and the Union variety register shallgatk the competent authority holding
the list of names of professional operators resptagor the maintenance of the
variety.

Article 54
Data concerning clones

For clones, the national and Union variety regstdrall include at least:

(@)
(b)

(€)

(d)

(e)
(f)

(@

the name of the genus or species to whichltmedelongs;

the reference under which the variety, to whlah clone belongs, is registered in the
national variety register or Union variety register

the denomination of the variety to which theng belongs and, for varieties made
available on the market before the entry into foafethis Regulation, where
applicable its synonyms;

the date of the registration of the clone amdere applicable, of the renewal of the
registration;

the end of validity of the registration;

where applicable, the indication that the vigri® which the clone belongs has been

registered with an officially recognised descriptiincluding the region of origin of
that variety;

where applicable, the indication that the clooetains, or consists of, a genetically
modified organism.

Article 55
Additional data to be included in the Union varietggister

In the case of a variety or clone, notified by anMer State to the Agency in accordance with
Chapter VI, the Union variety register shall inaudh addition to the data required pursuant
to Articles 53 and 54:

(@)

(b)

the name of the Member States having establithe relevant national variety
register(s); and

the reference under which the variety or clbias been registered in the national
variety register(s).
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CHAPTER 1lI
Requirements for registration in the national andribn variety
registers

SECTION 1
V ARIETIES

Article 56
Registration requirements for varieties

Varieties may be registered in a national vaniegister pursuant to Chapter IV, or in
the Union variety register pursuant to Chapter Wyaf they fulfil the following
requirements:

(@) they bear a denomination deemed suitable patrsodgrticle 64,

(b) they do not pose an unacceptable risk for hyraamal and plant health, or
the environment;

(c) in case of varieties belonging to a geneticalbdified organism, that organism
is authorised for cultivation pursuant to Directi2801/18/EC or Regulation
(EC) 1829/2003.

In order to be registered in a national varietgister pursuant to Chapter IV,
varieties shall fulfil, in addition to the requiremts set out in paragraph 1, the
following requirements:

(@) they have an official description showing coiapte with the requirements of
distinctiveness, uniformity and stability set ontArticles 60, 61 and 62, or are
provided with an officially recognised descriptiparsuant to Article 57;

(b) in case they belong to genera or species waitiiqular importance for the
satisfactory development of agriculture in the Uniaas referred to in
paragraph 5, they have a satisfactory value farvation and/or use pursuant
to Article 58;

(c) in case they belong to genera or species waitiiqular importance for the
sustainable development of agriculture in the Unamreferred to in paragraph
6, they have a sustainable value for cultivatiod/@anuse pursuant to Article
59.

The requirements set out in paragraph 2(b) apdhall not apply to the following
varieties:

(a) varieties provided only with an officially regruised description;

(b) varieties used only as components for the imeabr production of other
varieties.

In order to be registered in the Union variggister pursuant to Chapter V, varieties
shall fulfil, in addition to requirements set out paragraph 1, the following
requirements:

(@) they have an official description showing coiapte with the requirements of
distinctiveness, uniformity and stability set outArticles 60, 61 and 62;
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(b) they do not belong to genera or species wittiiqudar importance for the
satisfactory development of agriculture in the Uniaas referred to in
paragraph 5;

(c) in case they belong to genera or species waittiqular importance for the
sustainable development of agriculture in the Upamreferred to in paragraph
6, they have a sustainable value for cultivatiod/@anuse pursuant to Article
59;

(d) they are not used as mere components for #etion or production of other
varieties.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, listing the genera or species with tigatar importance for the
satisfactory development of agriculture in the Uni@hose genera or species shall
be listed in accordance with the criteria set aRart A of Annex IV.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, listing the genera or species with tigatar importance for the
sustainable development of agriculture in the Unidrose genera or species shall be
listed in accordance with the criteria set outamti® of Annex IV.

Article 57
Registration of varieties provided with an officlglrecognised description

A variety may be registered in a national vgrietgister on the basis of an officially
recognised description if one of the following ciiwhs are complied with:

(@) in case the variety had been previously notsteged in a national variety
register or in the Union variety register and plaaproductive material
belonging to that variety has been made availabléehe market before the
entry into force of this Regulation;

(b) in case the variety had been previously regigstan any national variety
register or in the Union variety register on theibaf a technical examination
pursuant to Article 71, but has been deleted frioosé registers more than five
years before the submission of the current apphicaand would not fulfil the
requirements laid down in Articles 60, 61 and 6d,amhere applicable, Article
58(1) and Article 59(1).

In order to be registered on the basis of aiciaffy recognised description, a variety
shall comply, in addition to paragraph 1, with tbkowing conditions:

(@) itis produced in the region(s) of origin;
(b) itis not included in a national variety regisbr in the Union variety register,
as a variety with an official description;

(c) itis not protected by a Union plant varietght as provided for in Article 62 of
Council Regulation (EC) No 2100/94, or by a natlgmant variety right, and
it is not the subject of a pending applicationgach a right.

After the registration of a variety in a natibmariety register pursuant to paragraph
2(a), competent authorities may approve additiarglion(s) of origin for that
variety.
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The officially recognised description shall cdynwith the following requirements:

(@ it is based, where available, on informationnir plant genetic resources
authorities or from organisations recognised fat ghurpose by the Member
States; and

(b) its accuracy is supported by the results ofviptes official inspections or
unofficial examinations or knowledge gained fronagiical experience during
cultivation, reproduction and use.

Article 58
Satisfactory value for cultivation and/or use

For the purpose of paragraph 2(b) of Article &jeties shall be deemed to have a
satisfactory value for cultivation and/or use tngpared to other varieties examined
under similar agro-climatic conditions and similaroduction systems, their
characteristics, taken as a whole, offer, at laadiar as production in any region is
concerned, a clear improvement either for cultovatin general or for the specific
uses which can be made of the crops or the prodecitged therefrom.

Member States shall adopt rules concerning ttemaations to determine the
satisfactory value for cultivation and/or use of tharieties to be registered in their
national variety register. Those rules shall condbe characteristics of the varieties
in one or more of the following areas:

(@) quality and agronomic characteristics, inclgdyrelds;

(b) suitability for cultivation in resilience andw input production systems,
including for organic agricultural production.

Each Member State shall publish those rules andynittem to the Agency, the
Commission and the other Member States.

Article 59
Sustainable value for cultivation and/or use

For the purpose of paragraph 2(c) and paragséphof Article 56, varieties shall be
deemed to have a sustainable value for cultivedioaor use if, compared to other
varieties examined under similar agro-climatic abads and similar production
systems, their characteristics, taken as a whdlfer, @t least as far as susceptibility
to pests, input of resources, susceptibility toasi@dble substances or adaptation to
divergent agro-climatic conditions are concernedlear improvement either for
cultivation in general or for the specific uses ethcan be made of the crops or the
products derived there from.

The Commission shall be empowered to adopt d&ddgacts, in accordance with
Article 140, setting out rules concerning the exaations to determine the

sustainable value for cultivation and/or use ofuithgeties. Those rules shall concern
the characteristics of the varieties in one or nudrine following areas:

(a) resistance to pests;

(b) reduced need for input of specific resources;

(c) decreased content of undesirable substances; or

(d) increased adaptation to divergent agro-climexizironment.
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Those rules shall take into account, where apgkcathe available technical

protocols.
Article 60
Distinctness
1. For the purposes of the official descriptiorfereed to in point (a) of Article 56(2)

and (3), a variety shall be deemed to be distiidt,is clearly distinguishable, by
reference to the expression of the characterigtied results from a particular
genotype or combination of genotypes, from any rotregiety whose existence is
commonly known on the date of the application deteed pursuant to Article 70.

2. The existence of another variety, as referred fwaragraph 1, shall be deemed to be
commonly known, if on the date of the applicati@tedmined pursuant to Article 70
one or more of the following conditions are comghveith:

(@) that variety is included in a national varigggister or in a Union variety
register,;

(b) an application has been filed for registratdithat variety in a national variety
register pursuant to Article 66, or in the Uniorrigty register pursuant to
Article 95(1), or for the granting of a plant vayieright in respect of that
variety in the Union;

(c) an official description of that variety has bgaoduced in the Union, and the
technical examination has been conducted pursuanthe provisions of
Article 69, Article 71 and, where applicable, A&S3 .

3. Where point (c) of paragraph 2 applies, the @& responsible for the technical
examinations shall make available to the compedettiorities and the Agency the
official description of the variety examined by tine

Article 61
Uniformity

For the purposes of the official description, regdrto in point (a) of Article 56(2) and (3), a
variety shall be deemed to be uniform if, subjecthte variation that may be expected from
the particular features of its reproduction ancetyipis sufficiently uniform in the expression
of those characteristics which are included indkamination for distinctness, as well as in
the expression of any other characteristics usetisfofficial description.

Article 62
Stability

For the purposes of the official description reddrto in point (a) of Article 56(2) and (3), a

variety shall be deemed to be stable if the expasef those characteristics which are
included in the examination for distinctness, adl a® any other characteristics used for the
variety description, remains unchanged after reggeegproduction or, in the case of cycles of
reproduction, at the end of each such cycle.
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Article 63
Granted plant variety rights

If a variety has been granted a plant variety rigintsuant to Article 62 of Regulation (EC)
No 2100/1994, or pursuant to the legislation of @niber State, that variety shall be deemed
to be distinct, uniform and stable, for the purpo&éhe official description as referred to in
point (a) of Article 56(2) and (3) and to have #@ahle denomination for the purposes of point
(a) of Article 56(1).

1.

Article 64
Denomination of varieties

For the purposes of point (a) of Article 56{hg denomination of a variety shall not
be deemed suitable if:

(@) its use in the territory of the Union is pretgd by the prior right of a third
party;

(b) it may commonly cause its users difficulties wesgards recognition or
reproduction;

(c) itisidentical to, or may be confused withyaaiety denomination under which
another variety of the same or of a closely relapdcies is entered in a
national variety register or in the Union varietggister, or under which
material of another variety has been made availablihe market in a Member
State or in a Member of the International Union floe Protection of New
Varieties of Plants, unless that other varietyamgger remains in existence and
its denomination has acquired no special signifiean

(d) it is identical to, or may be confused withhet designations which are
commonly used for the making available on the maokgoods or which have
to be kept free pursuant to other Union legislation

(e) itis liable to give offence in one of the MeentStates or is contrary to public
order;

(H itis liable to mislead or to cause confusia@ncerning the characteristics, the
value or the identity of the variety, or the idéntf the breeder.

Without prejudice to paragraph 1, if a varietyaiready registered in other national
variety registers, or in the Union variety registdre denomination shall only be
deemed suitable if it is identical to that appegiimthose registrations.

Paragraph 2 shall not apply if:

(@) the denomination is likely to mislead or causmfusion concerning the
relevant variety in one or more Member States; or

(b) the rights of third parties impede the free udethat denomination in
connection with the variety in question.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, setting out specific rules concernirlge suitability of variety
denominations. Those rules may concern:

(&) their relation to denominations of trade marks;

(b) their relation to geographical indications oesinations of origin for
agricultural products;
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(c) written consents of holders of prior rights temove impediments to the
suitability of a denomination;

(d) specific criteria to determine whether a denmahon is misleading or
confusing as referred to in paragraph 1(f); and

(e) the use of a denomination in the form of a code

SECTION 2
CLONES

Article 65
Registration requirements for clones

A clone may be included in the national varietgister, or in the Union variety
register, only if it complies with the followingageirements:

(@) it belongs to genera or species which haveracpkar value for particular
market sectors and listed pursuant to paragraph 3;

(b) it belongs to a variety registered in a nationariety register pursuant to
Chapter IV or in the Union variety register pursinChapter V;

(c) it has been subject to genetic selection;
(d) it bears a suitable denomination.

For the purpose of establishing whether a denation is suitable as referred to in
paragraph 1(d) of this Article, the provisions oftiéle 64 shall apply with the

necessary modifications. References made in Artide to varieties shall be

construed as references to clones.

The Commission shall be empowered to adopt d&ddgacts, in accordance with
Article 140, listing the genera or species, thenekof which have a particular value
for particular market sectors.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, setting out the following:

(@) that clones belonging to particular genergpecees shall be subject to sanitary
selection for the purpose of inclusion in a natloveriety register or in the
Union variety register; and

(b) the requirements for the sanitary selectioarrefl to in point (a);

CHAPTER IV
National variety register procedures

SECTION 1
VARIETY REGISTRATION PROCEDURE

Article 66
Submission of applications

Any person may submit to the competent autharitypplication for registration of a
variety in the national variety register.
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The application referred to in paragraph 1 shal submitted in writing. That
submission may take place electronically.

Article 67
Content of applications

The application for registration of a varietyamational variety register shall contain
the following items:

(@) arequest for registration;

(b) the identification of the botanical taxon (gerar species) to which the variety
belongs;

(c) the reference number of the applicant, wherngliegble, and its name and
address, or, where appropriate, the names andssgdref the joint applicants,
and the credentials of any procedural represemtativ

(d) a provisional denomination;

(e) the name and address of the person resporfsiblne maintenance of the
variety, and, where applicable, the reference nurabthat person;

() a description of the main characteristics oé thariety and, if available, a
completed technical questionnaire;

(g) adescription of the procedure of variety maatnce;
(h) the geographic origin of the variety;

() information on whether the variety is registtren another national variety
register, or the Union variety register, and on thbe it is known to the
applicant that an application for registration ineoof those registers is
pending;

() where the variety contains or consists of aegeally modified organism,
evidence that the genetically modified organisnguestion is authorised for
cultivation pursuant to Directive 2001/18/EC or Rkgon (EC) No
1829/2003;

(k) where the application is based on an officialdgognised description of the
variety, a file containing that description and ahycument or publication
supporting it;

() in the case of an application concerning vaagegranted a plant variety right
as referred to in Article 63, the proof that theiety is protected by such right,
with the corresponding official description;

(m) where applicable, a declaration that the verieas satisfactory value for
cultivation and/or a use as referred to in ArtisB{1) and/or sustainable value
for cultivation and/or use as referred to in Agi&@9(1).

The application for registration of a variety annational variety register shall be
accompanied by the submission of a sample of sefffiquality and quantity of the
variety, as specified by the competent authority.

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, setting out additional items to be luded in the application for
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particular genera or species, in relation with plagticular features of the varieties
belonging to those genera or species.

Article 68
Application format

The Commission shall adopt, by means of implemgndicts, the format of the application
referred to in Article 66. Those implementing askall be adopted in accordance with the
examination procedure referred to in Article 141(3)

Article 69
Formal examination of application

1. The competent authority shall register eachiegiobn for registration in the national
variety register it receives, and shall carry oué¢ formal examination of that
application. The formal examination of the appiimatshall examine whether the
application complies with:

(@) the content requirements laid down in Article &nd
(b) the format adopted pursuant to Article 68.

2. If the application does not comply with the riegments laid down in Article 67 or
the format adopted pursuant to Article 68, the cetapt authority shall give the
applicant the possibility to make its applicatiampliant within a given time.

Article 70
Date of application

The date of application for registration shall he tlate on which an application complying
with the content requirements laid down in Artiéé and the format adopted pursuant to
Article 68 was submitted to the competent authority

Article 71
Technical examination

1. Where, as a result of the formal examinatioa,application is found to comply with
the content requirements referred to in Articleaid the format adopted pursuant to
Article 68, a technical examination of the varishall be carried out for the purpose
of establishing an official description.

2. The technical examination referred to in parplgra shall verify:

(@) the compliance with the requirements for ddtueness, uniformity and
stability of the variety, as laid down in Articlé®, 61 and 62;

(b) where applicable, that the variety has a sattety value for cultivation and/or
use, according to Article 58(1) and a sustainalalieies for cultivation and/or
use according to Article 59(1).

3. The technical examination referred to in parplgra shall be carried out by the
competent authorities in accordance with the remquénts referred to in Article 74.

On request submitted by the applicant to the coempeauthority, the technical
examination, or part of it, may be carried out g &pplicant, in accordance with the
provisions of Article 73 and the requirements nefdrto in Article 74.
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In case an official description of the varigiypduced by the Agency or a competent
authority, is already available, the competent auity shall decide that the technical
examination referred to in paragraph 1 is not rnesugs

By way of derogation from paragraph 4, the caeeauthority may decide that the
technical examination referred to in paragraph deisessary in the case of a variety
the registration of which is requested pursuamidtiot (b) Article 57(1).

Article 72
Audit of the competent authority's premises and argsation

The competent authority may carry out the temdinexamination referred to in
Article 71(1) only if its premises, which must bedicated to this purpose, and its
organisation have been audited by the Agency.

That audit shall verify whether the premises aral dhganisation of the competent
authority are suitable for carrying out the techhexamination as regards:

(@) compliance with the requirements for distinetigss, uniformity and stability
referred to in Articles 60, 61 and 62; and

(b) compliance with the requirements of a sustdaa&hlue for cultivation and/or
use referred to in Article 59(1).

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, setting out the rules concerning thdiareferred to in paragraph 1.

On the basis of the audit referred to in panatyrd, the Agency may recommend to
the competent authority, if appropriate, actionsettsure the suitability of the

premises and organisation of the competent autb®riEurther to the audit referred
to in paragraph 1, the Agency may carry out add#i@udits and, where applicable,
recommend to the competent authorities correctitierss to ensure the suitability of
their premises and organisation.

Article 73
Technical examination by the applicant

The applicant may carry out the technical exatiom referred to in Article 71(1), or
part of it, only if it has been authorised thereyothe competent authority. Technical
examination by the applicant shall be carried ouparticular premises, which are
dedicated to this purpose.

Prior to granting the authorisation to carry dbé technical examination, the
competent authority shall audit the premises amdaitganisation of the applicant.
That audit shall verify whether the premises andanisation are suitable for
carrying out the technical examination as regards:

(@) compliance with the requirements for distinetiess, uniformity and stability
referred to in Articles 60, 61 and 62; and

(b) compliance with the requirements of a satisfigctalue for cultivation and/or
use referred to in Article 58(1);

(c) compliance with the requirements of a sustdaa&hlue for cultivation and/or
use referred to in Article 59(1).
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The Commission shall be empowered to adopt d&ddgacts, in accordance with
Article 140, setting out the rules concerning thdiareferred to in paragraph 2.

On the basis of the audit referred to in panalgrd, the competent authority may
recommend to the applicant, if appropriate, actitm&nsure the suitability of the
applicant’s premises and organisation.

Further to the authorisation and audit referredn paragraph 1, the competent
authority may carry out additional audits and, vehapplicable, recommend to the
applicant, within a specific period of time, cofige actions concerning the
applicant’s premises and the organisation.

In case the competent authority concludes thaappdicant’s premises and organisation are
not suitable, it may revoke or modify the authdr@mareferred to in paragraph 1.

Article 74
Additional rules on technical examination

The Commission shall be empowered to adopt d&degacts, in accordance with
Article 140, supplementing the requirements ontdodinical examination laid down
in Articles 71, 72 and 73. Those delegated acts ecoagern:

(a) qualification, training and activities of staff the competent authority, or of
the applicant, for the purposes of the technican@ration referred to in
Article 71(2);

(b) the necessary equipment, including laboratories disease resistance
characteristics, necessary to carry out the teaheiamination;

(c) the establishment of a variety reference ctibecto assess distinctness, and
the storage management of such reference collection

(d) the establishment of quality management systemkiding record of activities
and protocols or guidelines, to be used for thkri@al examination;

(e) the conduct of growing trials and laboratorgtsefor particular genera or
species.

Those delegated acts shall take into account tldadle technical and scientific
protocols.

Where no requirements have been adopted purdoaparagraph 1, technical
examinations shall be carried out in accordanck matiional protocols as regards the
elements referred in points (a) to (e) of paragraph

Article 75
Confidentiality

Where, in the framework of the technical exartiamareferred to in Article 71(1), an
examination of the genealogical components is rsacgs the results of that
examination and the description of the genealogioatponents shall be treated as
confidential, if the applicant so requests.

In the case of varieties of plant reproductivatenal intended exclusively for the
production of agricultural raw materials for indigst purposes, and if so requested
by the applicant, the results of the technical graftion referred to in Article 71(1)
and the intended uses of those varieties shatidagetd as confidential.
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Article 76
Provisional examination report and provisional offial description

Following the technical examination referred imoArticle 71(1), the competent
authority shall produce a provisional examinatiepart and, where it considers that
the distinctiveness, uniformity and stability regunents, as referred to in
Articles 60, 61 and 62, are complied with, a prmnal official description of the
variety on the basis of that report.

The provisional examination report may referfitmdings of other examination
reports, produced on the relevant variety, by tbmmetent authority concerned,
other competent authorities or the Agency.

The competent authority shall communicate thevipronal examination report and
the provisional official description of the varidtythe applicant.

Where the competent authority does not consideexamination report to constitute
a sufficient basis for a decision on the registratof the variety, it shall provide a
complementary examination of its own motion, aftensulting the applicant, or on
request of the applicant. Any complementary exatiinaarried out until a decision
is taken pursuant to Article 79(1) shall be consadeto be part of the technical
examination referred to in Article 71(1).

Article 77
Examination report and official description

After having given the applicant an opportunity comment on the provisional
examination report and the provisional official cigstion, the competent authority
shall establish a final examination report anchalfofficial description.

Competent authorities shall, on reasoned regueske available the examination
reports to third parties, subject to national orddrprovisions on data protection and
applicable rules on confidentiality.

Article 78
Examination of the denomination

After the formal examination of the applicati@ierred to in Article 69, and prior to
the registration of a variety in a national varie¢gister pursuant to Article 79, the
competent authority shall consult the Agency onvhrety denomination proposed
by the applicant.

The Agency shall submit to the competent authasi recommendation on the
suitability of the variety denomination proposedthg applicant, in accordance with
the requirements set out in Article 64. The competauthority shall inform the
applicant on that recommendation.

Article 79
Decision on registration

If, on the basis of the procedure set out inckes 66 to 78, it is concluded that the
variety complies with the applicable requirementt sut in Article 56, the

competent authority shall decide to register theeta in the national variety

register.
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2. The competent authority shall adopt a decisefnosing registration in the national
variety register if:

(a) it establishes that the applicable requiremeetsout in Article 56, are not

fulfilled; or
(b) the applicant has failed to comply with anyigations set out for it in Articles
66 to 74.
3. Decisions refusing the registration shall sthéereasons justifying the refusal.
4, The competent authority shall communicate toapplicant a copy of the decision

referred to in paragraphs 1 and 2.

Article 80
Already registered varieties and clones

1. By way of derogation from Articles 66 to 79, tt@mpetent authorities shall register
in their national variety registers all varietidi@ally accepted or registered, before
the entry into force of this Regulation, in theatagues, lists or registers established
by their Member States pursuant to Article 3 ofedtive 2002/53/EC, Article 3(2)
of Directive 2002/55/EC, Article 7(4) of Directive008/90/EC and Article 5 of
Directive 68/193/EEC and all clones registered pam$ to Article 5 of Directive
68/193/EEC, Article 7(4) of Directive 2008/90/EC,h&pter Il of Directive
2008/62/EC and Section | of Chapter Il and Sectiaf Chapter Ill of Directive
2009/145/EC.

2. Varieties accepted in accordance with Articlef ®irective 2008/62/EC and Article
3(1) of Directive 2009/145/EC shall be registenedhe national variety registers as
varieties provided with an officially recognisedsdaption.

Article 81
New denomination after registration

Where, after the registration of a variety, it gablished by the competent authority that at
the time of the registration the denomination o thariety was not suitable within the
meaning of Article 64, the applicant shall subnmitagoplication for a new denomination. The
competent authority shall decide on that applicatipon consultation with the Agency. The
competent authority may permit the previous denatiom to be used temporarily.

SECTION 2
REGISTRATION PERIOD AND VARIETY MAINTENANCE

Article 82
Validity period of the registration
1. The validity period of the registration of a ety in a national variety register shall
be 30 years.
2. In the case of varieties consisting of, or cmitg, a genetically modified organism,

the validity of the registration shall be limitealthe period for which that genetically
modified organism is authorised for cultivation gusnt to Directive 2001/18/EC or
Regulation (EC) No 1829/2003.
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Article 83
Duration of the renewal period

The registration of a variety in a national egayiregister may be renewed for further
periods of 30 years, in accordance with the proeednd the conditions laid down in
Article 84.

In the case of a variety consisting of or caoniteg a genetically modified organism,
the renewal shall be limited to the period for whithat genetically modified
organism is authorised for cultivation pursuant Borective 2001/18/EC or
Regulation (EC) No 1829/2003.

Article 84
Procedure and conditions for registration renewal

Any person intending to renew the registratidn ao variety shall submit an
application, no earlier than 12 months, and norl#tan six months, before the
expiration of the validity period as referred toArticle 82.

The application shall be submitted in writinghal submission may take place
electronically. It shall be accompanied by evideshewing that the conditions set
out in paragraphs 3 and 4 are fulfilled.

The renewal of the registration of a varietywinational variety register shall only be
granted if the following conditions are met:

(@) the variety continues complying with the regments of Article 56, and,
where applicable of Article 57;

(b) the competent authority determines that a peisoesponsible for maintaining
the variety in accordance with the provisions cdfide 86.

The competent authority may renew the registnadif a variety in a national variety
register, without an application for renewal besuipmitted pursuant to paragraphs 1
and 2, where it considers that the renewal of tegistration serves sustainable
agricultural production and the preservation of ejen diversity, and that the
conditions of paragraph 3 are fulfilled.

Article 85
Deletion from national variety registers

The competent authority shall decide to deletargety from the national variety
register, in the following cases:

(a) if the competent authority concludes, on thedaf any new evidence, that the
requirements for registration, as set out in Aetis6 are no longer fulfilled;

(b) if a request to delete the variety from theioral variety register has been
submitted by the applicant;

(c) if the applicant does not pay the annual feesyant to point (d) of Article
87(1)(e);

(d) if the person responsible for the maintenaricthe variety, as referred to in
Article 86(1), so requests, unless maintenancehef variety is assured by
another person;

(e) if the variety is no longer maintained pursuamntequirements of Article 86;
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(H if the variety is maintained in a third countrthat third country has not
provided assistance on the controls of that maartea pursuant to Article
86(8);

(g) if at the time of the application, false or uddalent data were supplied
concerning the facts on the basis of which thestegjion was decided;

(nh) if, by the deadline to submit an applicatiom fenewal referred to in Article
84(1), the applicant has not submitted such anicgmn and the validity
period referred to in Article 82(1) has expired.

On request by the applicant, the competent aityhmay allow a variety deleted
from the national variety register in accordance@aoagraph 1(b) to continue to be
made available on the market until 30 June of kel tyear following the deletion
from the register.

That request shall be submitted no later than the @f the expiration of the
registration period.

After a variety is deleted from the nationaligtyr register, the competent authority
shall submit a sample of that variety, and its dpson, to a gene bank dedicated to
the conservation of genetic resources.

Article 86
Variety maintenance

Varieties registered in a national variety reggishall be maintained by the applicant
or by any other person acting in mutual agreemattt the applicant. That other
person shall be notified by the applicant to theagetent authority.

Variety maintenance shall take place in accardamwith accepted practices
concerning, as appropriate, genera, species 0s tipearieties.

The persons referred to in paragraph 1 shallp kescords concerning the

maintenance of the variety. It shall at all times jpossible for the competent

authority to check the maintenance of the variedynfthose records. Those records
shall also cover the production of pre-basic, hasgetified and standard material,

and the stages of production prior to pre-basicnedt

Varieties provided with an officially recognise@scription shall be maintained in
their region(s) of origin.

The competent authority shall carry out contrats the manner in which variety
maintenance is carried out and may, to this purptde samples of the varieties
concerned.

Where a competent authority finds that the persesponsible for variety
maintenance does not comply with paragraphs 1 ib ghall give that person the
opportunity to take corrective action.

Where variety maintenance takes place in a MerSkete other than the Member
State in whose national variety register the vainets been registered, the competent
authorities of the two Member States concerned sBalst each other in the controls
on variety maintenance.

Where variety maintenance takes place in a torthtry, the competent authorities
of the Member State in whose national variety tegithe variety has been registered
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concerned shall request the third country's auiberassistance in the controls on
variety maintenance.

SECTION 3
REGISTRATION FEES

Article 87
Registration fees

The competent authorities shall charge feegtover the necessary costs incurred
for the following actions:

(@) the formal examination of the application reddrto in Article 69;

(b) the technical examination and the audits retemto in Article 71 and Article
73(1);

(c) the examination of the variety denominatiorerefd to in Article 78;

(d) the decision on registration referred to iniédle 79, and any administrative
appeal lodged pursuant to national rules agaimstdécision;

(e) the inclusion of the variety, or where applieathe clone, in the national
variety register for each year of the durationhaf tegistration;

() controls on the maintenance as referred torincke 86(5).

The actions referred to in paragraph 1 shaly bel carried out on demand submitted
by the applicant to the competent authority, aridrahe respective fees have been
paid. The demand shall be deemed not to have bede,nf the fees have not been
paid within one month from the date on which thenpetent authority requested

payment of the fees and indicated in that requestconsequences of the failure to

pay.
The Commission shall be empowered to adopt deddgacts, in accordance with the

procedure referred to in Article 140, setting dw& specific cost items to be covered
pursuant to paragraph 1(a) to (f).

Article 88
Fees for varieties provided with an officially regaised description

In the case of varieties provided with an offityi recognised description, no fees
shall be charged for the actions referred to imip@) of Article 87(1).

In the case of varieties provided with an offilyi recognised description, the
competent authorities shall reduce the amountefdk for the actions referred to in
of points (a), (c), (d), and (f) of Article 87(Iyhat reduction shall take place in a
manner to ensure that the fee does not constiti@réer to the registration of the
variety concerned.

Article 89
Exemptions from the payment of registration fees

Fees provided for in Article 87 and 88 shall doectly or indirectly be refunded,
unless unduly collected.
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Applicants employing fewer than 10 persons amdse annual turnover or annual
balance sheet total does not exceed EUR 2 millloadl e exempted from the
payment of the fees provided for in Article 87 agticle 88.

The costs referred to in Articles 87 and 88 Ishat include those incurred for the
performance of official controls on the applicargferred to in paragraph 2.

SECTION 4
REGISTRATION OF CLONES

Article 90
Applicable provisions

For the registration of a clone in a nationaiets register, Sections 1, 2 and 3 shall
apply with the necessary modifications, excludimg fiollowing provisions:

(@) the provisions on the content of applicatiomset out in Article 67;

(b) the provisions referring to varieties providedth officially recognised
descriptions;

(c) the provisions referring to varieties with susable or satisfactory value for
cultivation and/or use.

As regards the content of applications, Art2eshall apply instead of Article 67.

Article 91
References

When applying Sections 1, 2 and 3 for the registnadf a clone in a national variety register,
references shall be construed as follows:

(@)
(b)
(©)

(d)

EN

references to varieties shall be construeéfasances to clones;
references to Article 56 shall be construetefsrences to Article 65;

references to the requirements set out in Bgi60, 61 and 62 shall be construed as
references to requirements set out in Article §bj1and (3);

references to Article 67, concerning the contérapplications, shall be construed as
references to Article 92.

Article 92
Content of applications

The application for registration of a clone imational variety register shall contain
the following items:

(@) arequest for registration;
(b) the identification of the variety to which thi®ne belongs;

(c) the name and address of the applicant, or, eviegpropriate, the joint
applicants, and the credentials of any procedeg@esentative;

(d) a provisional denomination;

(e) the name and address of the person resporfsiblhe maintenance of the
clone, and, where applicable, the reference numibiat person;
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(H a description of the main characteristics oé tblone and, if available, a
completed technical questionnaire;

(g) the geographic origin of the clone;

(h) information on whether the clone is registeiadanother national variety
register or Union variety register, and on whettheés known to the applicant
that an application for registration of the clondhose registers is pending;

() in the case of a clone containing or consistofga genetically modified
organism, evidence that the genetically modifiegaorsm in question is
authorised for cultivation pursuant to DirectiveD2018/EC or Regulation (EC)
No 1829/2003.

2. The application for the registration of a clanea national variety register shall be
accompanied by the submission of a sample of sefffiquality and quantity of the
clone.

CHAPTER V

Procedures concerning the Union variety register

SECTION 1
SCOPE OF THE CHAPTER

Article 93
Relevant varieties and clones

This Chapter shall apply to varieties and clongsregistered in any national variety register
pursuant to Article 79.

SECTION 2
REGISTRATION PROCEDURE

Article 94
Applicable provisions

1. For the registration of a variety or clone i tnion variety register, Chapter IV
shall apply with the necessary modifications, ediig the following provisions:

(@) the provisions on the examination of denomarettiset out in Article 78;
(b) the provisions on variety maintenance set o@rticle 86;

(c) the provisions referring to varieties providedh an officially recognised
description;

(d) the provisions on exemptions from the paymdnegistration fees, set out in
Article 89(2) and (3).

2. For the examination of denominations, for vgriahd clone maintenance and for
exemptions from the payment of registration feesickes 95, 96 and 97 shall apply
instead of the provisions referred to in paragraa), (b) and (d).

3. When applying Chapter IV for the registrationafvariety or clone in the Union
variety register, references shall be construddlksvs:
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(a) references to the competent authority shaltdmestrued as references to the
Agency;,

(b) references to national variety registers shallconstrued as references to the
Union variety register;

(c) references to Article 78 shall be construeceésrences to Article 95;
(d) references to Article 86 shall be construedeéerences to Article 96;

(e) references to administrative appeal lodgedyauntsto national rules against the
respective decision shall be construed as refeseiocthe appeal referred to in
Article 98.

Article 95
Examination of the denomination

After the formal examination of the applicatiaierred to in Article 69, as applied
pursuant to Article 94, and before a variety onelas registered in the Union variety
register, the Agency shall examine the denominatiaie variety or clone proposed
by the applicant.

The Agency shall decide on the suitability of trariety or clone denomination, in
accordance with the requirements set out in Artidle

Article 96
Maintenance of varieties and clones

Varieties and clones registered in the Unionetaregister shall be maintained by
the applicant, or by any other person acting inuauagreement with the applicant.
The other person shall be notified to the Agency.

The maintenance shall take place in accordanitk accepted practices, as
appropriate per genera, species or types of vesieti

The person referred to in paragraph 1 shall keeprds concerning the maintenance
of the variety or the clone. It shall at all tintes possible for the Agency to check the
maintenance of the variety or the clone from th@s®rds. Those records shall also
cover the production of pre-basic, basic, certiied standard material, and stages of
production prior to pre-basic material.

The Agency shall check the way the maintenascearried out and may, to this
purpose, take samples of the varieties and thesslon

The competent authorities of the Member Staterevkhe maintenance of the variety
or the clone concerned takes place, shall asssgency as regards controls on
maintenance.

In case the Agency finds that the person resplentor the maintenance does not
comply with the provisions of paragraphs 1, 2 andt 3hall give that person the
opportunity to take corrective action.
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Article 97
Amount of fees

1. The Commission shall be empowered to adopt deddgacts, in accordance with the
procedure referred to in Article 140, setting dwe amount of the fees referred to in
Article 87(1) as applied pursuant to Article 94.

2. The level at which the fees are set pursuapatagraph 1 shall reflect the principle
of sound financial management to allow the Agemcyaintain a balanced budget.

SECTION 3
APPEALS

Article 98
Right of appeal

An appeal shall lie from decisions of the Agencyickhhave been taken pursuant to Section
2. It shall be examined by the Board of Appeal lid Agency referred to in Article 46 of
Regulation (EC) No 2100/1994.

Article 99
Provisions applicable to appeals

1. Chapters V and VI of Part Four of Regulation JEN® 2100/1994 shall apply, with
the necessary modifications, to appeals referréal Asticle 98.

2. Notwithstanding paragraph 1 of this Article, foowing provisions of Chapters V
and VI of Part Four of Regulation (EC) No 2100/199%ll not apply to appeals
referred to in Article 98:

(@) Article 67 (1) and (3);
(b) Article 74,
(c) Atrticle 80(5).

Article100
References

For the purposes of Article 99(1), references aoethin Chapters V and VI of Part Four of
Regulation (EC) No 2100/1994 shall be construeidlmwys:

(@) the reference made in Article 68 to Articlesdiall be omitted;

(b) the reference made in Article 70(1) to "the yofithe Office which has prepared the
decision” shall be construed as a reference matietAgency;

(c) the reference made in Article 76 to the "exation made pursuant to Articles 54
and 55" shall be construed as a reference madweettethnical examination of the
application for registration carried out by the Agg pursuant to this Regulation;

(d) the reference made in Article 78(3) and (4Atbcle 90(2) shall be omitted;

(e) the reference made in Article 79 to the "corapebffices” shall be construed as a
reference made to the competent authorities;
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(f)

(¢))
(h)

the reference made in Article 80(1) to the "laggmt for a Community plant variety
right or the holder" shall be construed as a refegemade to the applicant for
registration;

the reference made in Article 80(3) to the &ilimits specified in Article 52 (2), (4)
and (5) shall be omitted;

the reference made in Article 81 to the "stafthe Examination Offices" shall be
omitted.

CHAPTER VI
Notification of varieties to the Union variety regjier

Article 101
Notification procedure

Each competent authority shall notify withindiworking days the Agency of the
application for registration of a variety, the atiop of the decision referred to in
Article 79, the new denomination after registratipursuant to Article 81, the
renewal of the registration pursuant to Article &®d the deletion of a variety
pursuant to Article 85.

Each competent authority shall notify the Ageontythe person responsible for the
maintenance of the variety pursuant to Article 8Bat notification shall take place

within five working days from the date on which tt@mpetent authority has become
aware of that person.

The Commission shall establish, by means of emginting acts, procedures for
submission of the notifications referred to in gaegh 1. Those implementing acts
shall be adopted in accordance with the examinapioscedure referred to in
Article 141(3).

CHAPTER VII
Keeping and handling of information

Article 102

Documentation on the national variety registers and the Union variety register

The competent authority shall keep a file onheaariety registered in the national
variety register, containing the official descrgtj the examination report and any
complementary examination report pursuant to Aetith. Where applicable, the file
shall only contain the officially recognised depton of the variety, and the

documents supporting that description.

The Agency shall keep a file on each varietysteged in the Union variety register,
containing the official description and the exantimm report issued pursuant to
Article 94(1).

Article 103
Access to information of the national variety retgss

Each Member State shall inform the other Mem®tates, the Agency and the
Commission on the access to its national variegister.
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By 31 March of each year, each competent authahall notify to the other
competent authorities and the Commission any amentimof the respective
national variety registers which took place dutiing preceding year.

Each competent authority shall, on request, nalalable to another competent
authority, the Agency or the Commission:

(@) where applicable, the examination reports ofieti@s registered in the
respective national variety register, as referce tArticle 77(1);

(b) where applicable, the results of technical exations referred to in Article
71(1);

(c) the list of varieties for which an applicatifor registration is pending;

(d) any other information available in respectexfistered or deleted varieties.

The competent authority shall take appropriatasures to make available the
information contained in the files of the nationadriety register to any person
requesting access to this information. This prawvisshall not apply where the
information must be treated as confidential purst@rticle 75.

Article 104
Access to information of the Union variety register

The Agency shall notify the competent authasitend the Commission of the
information required to access the Union variegyister.

By 31 March of each year, the Agency shall gdtie competent authorities and the
Commission of any amendments of the Union variggister made during the
preceding year with regard to the varieties regestgpursuant to Article 94(1).

The Agency shall, on request, and with regardaieties registered in the Union
variety register pursuant to Article 94(1), makeitable to a competent authority or
the Commission:

(@) the examination reports or the official destonip of the registered varieties;
(b) the results of technical examinations;

(c) the list of varieties for which applications fegistration are pending;

(d) any other information available in respectexjistered or deleted varieties.

The Agency shall take appropriate measures tken@vailable the information
contained in the files of the Union variety regidte any person requesting access to
that information. This provision shall not apply evh the information must be
treated as confidential under Article 75.
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PART IV

PRODUCTION AND MAKING AVAILABLE ON THE
MARKET OF FOREST REPRODUCTIVE MATERIAL

TITLE |
General provisions

Article 105
Scope

This Part shall apply to the production and makagilable on the market, of forest
reproductive material.

Article 106
Definitions
1. For the purposes of this Part, the followingmabns shall apply:
(@) "basic forest material® means seed source,dstaeed orchard, parents of
family, clone or clonal mixture;
(b) "seed source" means trees within a delimited &#lom which seed is collected;
(c) ‘"stand" means a delineated population of tpEssessing sufficient uniformity
in composition;
(d) "seed orchard" means a plantation of selectedes or families, which is

(€)

(f)

(9)
(h)

isolated or managed so as to avoid or reduce ptilhin from outside sources,
and managed to produce frequent, abundant ang éasuested crops of seed,;

"parents of family" means trees used to obpaogeny by controlled or open
pollination of one identified parent used as a fiemwith the pollen of one
parent (full-sibling) or a number of identified omnidentified parents (half
sibling);

“clone” means group of individuals (ramets)ided originally from a single
individual (ortet) by vegetative reproduction, imding by cuttings, micro-
propagation, grafts, layers or divisions;

"clonal mixture" means a mixture of identifieldnes in known proportions;

"Autochthonous stand" or "autochthonous serdcg" means a stand or seed
source which:

(i) has been continuously regenerated by natugarreration; or

(i) has been regenerated artificially from reprokee material collected in
the same stand or seed source; or

(i) bhas been regenerated atrtificially from repuotive material collected in
stands or seed sources, within the close proximiteeting the
description in points (i) and (ii);
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(i)

()

(k)
()

(m)
(n)
(0)

(P)

(a)

()
(t)

(u)

"Indigenous stand" or 'indigenous seed soumoeans a stand or seed source
raised artificially from seed, the origin of whichsituated in the same region
of provenance;

"origin” means:

(i) for an autochthonous stand or seed source plee in which the trees
are growing;

(i) for a non-autochthonous stand or seed souritee-place from which the
seed or plants were originally introduced;

"provenance" means the place in which any staggowing;

“region of provenance" means, for a speciesulr-species, the area or group
of areas subject to sufficiently uniform ecologicahditions in which stands or
seed sources showing similar phenotypic or gembtcacters are found, and is
delimited, where appropriate, by altitudinal bourels

"category” means any of the following groupigslerived forest reproductive
material: source-identified, selected, qualifiedested reproductive material;

"source-identified": means derived from basicest material which may be
either a seed source or stand located within desiegion of provenance,;

"selected”: means derived from basic forestemat consisting of a stand
located within a single region of provenance andictvhhas been
phenotypically selected at the population level;

"qualified": means derived from basic forest tem@l consisting of seed
orchards, parents of families, clones or clonal tores, the components of
which have been phenotypically selected at theviddal level;

"tested”: means derived from basic forest nmateonsisting of stands, seed
orchards, parents of families, clones or clonaltores of superior quality;

"planting stock” means one of the following:

(i) plants raised from seed units;

(i) plants raised from parts of plants; or

(i) plants raised from natural regeneration(s);

"seed unit" means cones, infructescences,sfiaud seeds intended for the
production of planting stock;

"parts of plants” means stem cuttings, leafiocgs and root cuttings, explants
or embryos for micro-propagation, buds, layers,tgpgcions, sets and any
parts of a plant intended for the production ohgilag stock;

"area of utilisation" means the area whereftrest reproductive material is
used for a specified purpose.
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TITLE Il
Basic forest material

Article 107
Approval of basic forest material

1. Basic forest material shall be approved by timametent authority for the production
of the relevant categories of forest reproductivaamnal if it meets the requirements
set out in Annexes V, VI, VIl or VIII.

2. Each unit of approved basic forest material dimafter: 'unit of approval’) shall be
identified by a unique reference to the registérred to in Article 112(1).

3. The approval shall be withdrawn, if the requiesnts referred to in paragraph 1 are
no longer met.

4, The Commission shall be empowered to adopt d&ddgacts, in accordance with

Article 140, supplementing the requirements set ioutpoint 3 of Annex VII
concerning clones, and point 4 of Annex VII conaggnclonal mixtures, by
determining the maximum number of years or the maxrn number of ramets to
which the approval of clones or clonal mixtureslisha restricted

Article 108
Provisional approval of basic forest material intdad for the production of tested material
1. Basic forest material intended for the productaf forest reproductive material

under the 'tested’' category, whose compliance thighrequirements referred to in
Article 107(1) has not been established, may pronaly be approved by the
competent authorities for a maximum period of te@arg, provided that it can be
assumed that the basic forest material will, wrestst have been completed, satisfy
the requirements for approval. That assumptionl db&lbased on the provisional
results of the genetic evaluation or comparatigésteeferred to in Annex VIII.

2. The provisional approval referred to in paragrdpmay cover all or part of the
territory of the Member Stated concerned.

Article 109
Post approval inspections

After the approval referred to in Articles 107 ab@B, basic forest material intended for the
production of forest reproductive material undex fielected, qualified and tested categories
shall be re-inspected by the competent authoritsegtilar intervals to confirm compliance
with those Articles.

Article 110
Demarcation of regions of provenance

1. The Member States shall demarcate the regionpr@fenance of basic forest
material consisting of stands or seed sourcesrdaadded for the production of forest
reproductive material under the ‘source-identifiadt ‘selected’ categories.

2. Member States shall draw up and publish mapsvisigothe demarcations of the
regions of provenance. Those maps shall be commuietidco the Commission and
other Member States.
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Article 111
Notification of the intention to collect approvedbic forest material

The professional operators shall inform the compuetaithorities in due time about their
intention to collect material from approved basicekt material.

Article 112
National register and national list of approved bagorest material

1. Member States shall establish a national ragidtbasic forest material approved on
their territory pursuant to Article 107 and Articlé®8. That register shall contain
information concerning the unit of approval togetheith its unique register
reference.

2. Each Member State shall establish, publish grdhte a summary of the national
register in the form of a national list.

3. The national list referred to in paragraph 2lidb@ drawn up in a common form. It
shall enumerate each unit of approval. However bfasic forest material intended
for the categories 'source-identified- and 'seticte further summarisation based on
regions of provenance shall be permitted.

4. The national list referred to in paragraph 2lstentain the following details:
(@) botanical name;
(b) category for the production of which the bdsiest material is intended;

(c) purpose of the forest reproductive material olhwill derive from the basic
forest material;

(d) type of basic forest material (seed sourcendstaseed orchard, parents of
family, clone or clonal mixture);

(e) regqister reference to the unit of approval where appropriate, summary
thereof or identity code of the region of provergnc

(H location: a short name, if appropriate, and asfythe following sets of
particulars:

(i) for basic forest material intended for prodoatiof the ‘source-identified’
category, region of provenance and geographicatiposiefined by the
latitudinal and longitudinal range;

(i) for basic forest material intended for prodoat of the ‘selected’
category, the region of provenance and the geogralpbosition defined
by latitude and longitude or the latitudinal andddudinal range;

(i) for basic forest material intended for prodioo of the ‘qualified’
category, the exact geographical position(s) wileeebasic material is
maintained;

(iv) for basic forest material intended for prodantof the ‘tested’ category,
the exact geographical position(s) where the basirial is maintained,;

(g) altitude or altitudinal range;
(h) area: the size of a seed source(s), standédeat orchard(s);
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(i) origin: whether the basic material is autochmbos/indigenous, non
autochthonous/non-indigenous or if the origin isknown. For non-
autochthonous/non-indigenous basic material, thginorshall be stated if
known;

() inthe case of basic forest material intendadlie ‘tested’ category, whether it
is genetically modified.

5. The Commission shall, by means of implementictg,aadopt the common form in
which national lists shall be established, as reterto in paragraph 3. Those
implementing acts shall be adopted in accordandle thie examination procedure
referred to in Article 141(3).

Article 113
Union List of Approved Basic Forest Material

1. Member States shall notify to the Agency, then@uossion and the other Member
States the national list referred to in Article (2)2and any of its updates within five
working days.

2. On the basis of the national lists notified lacle Member State, the Agency shall
establish, publish and update a register entitledon List of Approved Basic Forest
Material for the Production of Forest Reproductifaterial'.

The Agency shall include in that register all elatseof the Community List of
Approved Basic Material for the Production of Fdrd®eproductive Material
published pursuant to Article 11(1) of Directive9B9105/EC.

3. That Union list shall reflect the details contd in the national lists referred to in
Article 112 and indicate the area of utilisatiomdaany authorisations granted
pursuant to Article 128.

4. The Commission shall adopt, by means of implémgnacts, the format of the
notification referred to in paragraph 1 and of thgister referred to in paragraph 2.
Those implementing acts shall be adopted in acooelavith the examination
procedure referred to in Article 141(3).

TITLE 1
Making available on the market of material derivedfrom basic
forest material

Article 114
Scope

This title shall apply to the making available dre tmarket of forest reproductive material
derived from basic forest material.

CHAPTER |
List of requirements

Article 115

Requirements for making available on the marketfofest reproductive material
Forest reproductive material may only be made alkglon the market if it complies with:
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(@ the registration requirements set out in Chrdpite

(b) the quality requirements set out in Chaptefdtithe relevant category;
(©) the handling requirements set out in Chapter IV

(d) the certification and identification requirenteset out in Chapter V.

CHAPTER Il
Registration requirements

Article 116
Forest reproductive material derived from basic &st material registered in a national
register

Forest reproductive material may be made availabl¢he market only if it is derived from
approved basic forest material registered in aonatiregister pursuant to Article 112(1) and
approved for the relevant category pursuant t@Titl

CHAPTER 1lI
Quality requirements

Article 117
Quiality requirements

1. Forest reproductive material shall be made abhlil on the market under the
categories ‘source-identified’, ‘selected’, ‘quaid’ or ‘tested’.

2. Forest reproductive material belonging to thecggs and artificial hybrids listed in
Annex IX may not be made available on the marketearthe source identified
category if it is has been obtained from vegetateproduction of other forest
reproductive material.

3. Forest reproductive material belonging to thegfieial hybrids listed in Annex IX
shall only be made available under the categoseletted’, ‘qualified’ or ‘tested’.

4. Forest reproductive material belonging to thecggs and artificial hybrids listed in
Annex IX may only be made available on the marketar ‘selected’ category if it
has been mass propagated from seeds

5. Notwithstanding paragraphs 1 and 2, forest meiyctive material belonging to the
species and artificial hybrids listed in Annex Mg¢hich consists wholly or partly of
genetically modified organisms may only be madelalvke on the market under the
‘tested’ category.

6. The types of basic forest material which shalused for the production of the
various categories of forest reproductive matehbalonging to the species and
artificial hybrids listed in Annex IX are set out Annex X.

Article 118
Additional requirements for certain forms of foreseproductive material

Forest reproductive material belonging to the sgmeand artificial hybrids listed in Annex IX
and referred to in Annex XI may only be made avddaon the market if it meets the quality
requirements set out in Annex Xl, in addition togh applicable pursuant to Article 117.
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Article 119
Additional requirements for certain parts of plantnd planting stock

The Commission shall be empowered to adopt delégatts, in accordance with Article 140,
setting out quality requirements for making avdaabn the market specific parts of plants
and planting stock of species and artificial hybritsted in Annex IX, supplementing the
requirements referred to in Articles 117 and 118o0se requirements shall take into account
the development of scientific and technical knowled

CHAPTER IV
Handling requirements

Article 120
Lots
1. Forest reproductive material shall, during akges of production, be kept in
separated lots by reference to individual unitaggroval from which it derives.
2. Forest reproductive material shall be made alobalon the market in lots.
Article 121

Packaging of seed units

Seed units shall be made available on the marKgtinsealed packages. The sealing device
shall be such that it will become unserviceableme package is opened.

CHAPTER V
Certification and identification requirements

Article 122
Master certificate

1. After harvesting, a master certificate showimg teference of the register referred to
in point (e) of Article 112(4) shall be issued Ime tcompetent authority for all forest
reproductive material derived from approved fotestic material.

2. The master certificate shall contain the reléwaformation set out, as applicable, in
Part A, Part B and Part C of Annex XII.
3. For subsequent vegetative reproduction in aegue with Article 117(2), a new

master certificate shall be issued.

4, Where mixing takes place in accordance withoketil26(1), (2), (3) or (5), a new
master certificate, or other document, identifythg previous master certificates of
the material composing the mixture shall be issued.

5. The Commission shall determine, by means of emginting acts, the model of the
format of the master certificate as referred tgamagraph 1. Those implementing
acts shall be adopted in accordance with the exatom procedure referred to in
Article 141(3).

81 EN



Article 123
Identification of lots

1. Each lot shall remain clearly identifiable thgbuthe entire process from collection
to delivery to the end user.

2. Each lot of forest reproductive material sha#t lentified by the following
information:

(@) the master certificate code and number;

(b) the botanical name;

(c) the category of forest reproductive material,
(d) the purpose;

(e) the type of basic forest material from whicle florest reproductive material
derives (seed source, stand, seed orchard, paverigsnily, clone or clonal
mixture);

() the register reference of the basic forest nter identity code of the region
of provenance of the basic forest material;

(g) whether the basic forest material, from whibh forest reproductive material
derives, is autochthonous or indigenous, non-attocious or non-indigenous,
or whether its origin is unknown;

(h) inthe case of seed units, the year of ripening

(i) the age of planting stock, of seedlings or witiogs;

() the type of planting stock (whether underctitansplants or containerised);
(k) where applicable, the fact that it is geneticatodified;

()  where applicable, the fact that it has beeretatyely reproduced.

Article 124
Labelling

1. Each lot shall be accompanied by a label pradiune the professional operator
(hereinafter 'operator's label’). The operatot®llshall contain, in addition to the
information required under Article 123, the followjiinformation:

(@) the master certificate number(s) issued undgclé 122(1) or the reference to
the other document available according to Arti@e(®);

(b) the reference number, where applicable, anad@nee of professional operator;
(c) the quantity supplied;

(d) inthe case of forest reproductive materialhef ‘tested’ category derived from
basic forest material which is provisionally appgdwnder Article 108(1), the
words ‘provisionally approved'.

2. In the case of seeds, the operator's label alsallinclude the following information:
(a) the percentage by weight of pure seed, othest ard inert matter;

(b) the germination rate of the pure seed, or, @lgarmination rate is impossible
or impractical to assess, the viability percentageessed by reference to a
specified method,;
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(c) the weight of 1 000 pure seeds;

(d) the number of germinable seeds per kilogramprofiuct made available on the
market as seed, or, where the number of germinsdsels is impossible or
impractical to assess, the number of viable seedg&ilmgram.

3. The colour of the operator's label shall beoyelin the case of ‘source-identified’
reproductive material, green in the case of ‘sel#cteproductive material, pink in
the case of ‘qualified’ reproductive material antlebin the case of ‘tested’
reproductive material.

4, The Commission shall be empowered to adopt deddgacts, in accordance with
Article 140, setting out the conditions under whitte operator's label shall be
supplemented by another document produced by tbfegmional operator. Those
delegated acts shall determine the informationstesbe included in that document.

Article 125
Labelling of forest reproductive material belonging Populus spp. species

In the case oPopulusspp., parts of plants shall only be made availabléhe market if the
Union classification number according to point 2@)Annex Xl, Part C is given on the
operator's label.

Article 126
Mixtures of forest reproductive material

1. Mixtures of forest reproductive material shalgroduced and made available on the
market in accordance with the provisions of thiidhe.

2. Mixing of forest reproductive material derivewrh two or more units of approval
within the ‘source-identified’ category or withime ‘selected’ category may take
place if the units of approval are located in thme region of provenance.

3. When forest reproductive material derived froffedent seed sources and stands is
mixed pursuant to paragraph 2 within the ‘souranidied’ category, the new
combined lot shall be certified as ‘reproductivetenial derived from a seed source’.

4, When forest reproductive material derived froron+autochthonous or non-
indigenous basic forest material is mixed pursuntparagraph 2 with forest
reproductive material derived from basic forestemat of unknown origin, the new
combined lot shall be certified as being ‘of unkmoavigin’.

5. When mixing takes place in accordance with paay 4, the identity code of the
region of provenance may not be substituted fordigester reference as provided for
in Article 123(f).

6. Mixing of forest reproductive material derivewr a single unit of approval from
different years of ripening may take place provideat the actual years of ripening
and proportion of material from each year are réedrby the professional operator.

Article 127
Amendments to Annexes V to XlI

The Commission shall be empowered to adopt deldgatts, in accordance with Article 140,
amending Annexes V to XIl. Those amendments sh&# into account the development of
scientific or technical knowledge and economic data
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TITLE IV
Derogations

Article 128
More stringent requirements and prohibitions

The Commission may, by means of implementing, azithorise Member States:

(@) to adopt more stringent quality requiremenemntthose referred to in Article
117 and 118; and

(b) to prohibit the making available on the markath a view to seeding or
planting in all or part of its territory of spe@fl forest reproductive material.

The prohibition referred to in point(b) may be reséd to making available on the
market to the end users only.

Those implementing acts shall be adopted in acooelavith the examination
procedure referred to in Article 141(3).

In order to obtain the authorisation referrednt@aragraph 1(a) and (b), Member
States shall submit to the Commission a requeshgetut:

(a) draft provisions concerning the proposed rexuents or prohibitions;

(b) a justification on the necessity and propowidy of such requirements or
prohibitions;

(c) whether the proposed requirements or prohifstiould be permanent or for a
specified period.

The authorisation referred to in paragraph 1llshe@ granted if the following
conditions are fulfilled:

(@ the implementation of the restrictions or phatwns referred to in paragraph 1,
ensures improvement of the quality of the forespraductive material
concerned, protection of the environment or coret@rm of genetic resources;
and

(b) the restrictions or prohibitions referred to paragraph 1 are necessary and
proportionate to their objective.

The authorisation referred to in paragraph 1 sleagranted on the basis of:

(a) evidence relating to the region of provenarncthe origin of the material, and
documentation showing the differences in the respecclimatic and
ecological data; or

(b) known results of trials, scientific researchtlee results obtained from forestry
practice concerning survival and development ofnfolg stock, including
growth, in relation to morphological and physiolcajicharacteristics.

Article 129
Temporary difficulties in supply

In order to remove temporary difficulties in thpeneral supply of forest reproductive
material that may occur in a Member State, the aiend authority of the Member
State concerned may authorise the making availablethe market of forest
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reproductive material belonging to the species antificial hybrids listed in Annex
IX with reduced requirements, compared to the meguents of Articles 117 and,
where applicable, Article 118 and Article 119.

That authorisation shall be granted, on the bdse reasoned request submitted by
the professional operator concerned, for a spepéitod of time.

The label of the forest reproductive material madailable on the market pursuant
to this paragraph shall be brown. It shall statg the forest reproductive material
complies with lower quality requirements than thoskerred to in Articles 117 and,
where applicable, Article 118 and Article 119.

Member States shall notify the Commission and tteroMember States of each
authorisation granted pursuant to this paragraph.

2. The Commission may, by means of implementing,aeilquire a Member State to
repeal or amend an authorisation granted pursogedaragraph 1, if it concludes that
that authorisation is unnecessary or not propaat®nio the objective of removing
the temporary difficulties in the general supplyfafest reproductive material. Those
implementing acts shall be adopted in accordandle thie examination procedure
referred to in Article 141(3).

Article 130
Seed made rapidly available on the market

In order to make seed of the current season's @pjlly available, forest reproductive
material may be made available on the market asasato the first buyer, without the
information on germination or viability being inded on the operator's label pursuant to
Article 124(2)(b) and (d). The information referrem in Article 124(2)(b) and (d) shall be
provided by the professional operator as soon asilpie.

Article 131
Exemption for small quantities

1. In the case of seed made available on the marlsghall quantities, the information
requirements concerning germination or viabilitylaisi down in Article 124(2)(b)
and (d) shall not apply.

2. The Commission shall be empowered to adopt d&ddgacts, in accordance with the
Article 140, setting out the maximum size of theafinguantities referred to in
paragraph 1 for particular categories or speciefordst reproductive material to
ensure that the exemption of paragraph 1 is appli@dproportionate manner.

Article 132
Emergency measures

1. Where it is evident that forest reproductive enat is likely to constitute a serious
risk to human, animal and plant health or the emment, and that such risk cannot
be contained satisfactorily by means of measurkentdy the Member State(s)
concerned, the Commission on its own initiativebthe request of a Member State,
shall without delay take any appropriate interimeegency measures, including
measures restricting or prohibiting the making k¢ on the market of the plant
reproductive material concerned, depending on tlawity of the situation. Those
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measures shall be adopted by means of implemeatitgyin accordance with the
examination procedure referred to in Article 141(3)

On duly justified imperative grounds of urgertoyaddress a serious risk to human
health, the Commission shall adopt immediately iapple implementing acts in
accordance with the procedure referred to in Aeticl1(4).

Where a Member State officially informed the Quoission of the need to take
emergency measures and the Commission has not a&ttextcordance with
paragraph 1, the Member State concerned may adwoptappropriate interim
emergency measures, restricting or prohibiting,hiwvitits territory, the making
available on the market of the forest reproductnederial concerned, depending on
the gravity of the situation. It shall immediat@hform the other Member States and
the Commission thereof, stating the grounds fodésision. The Commission may
adopt implementing acts requiring the Member Siat@mend or repeal the national
interim emergency measures. Those implementing ab@l be adopted in
accordance with the examination procedure refetcedn Article 141(3). The
Member State may maintain its national interim egeacy measures until the date
of application of the implementing acts referreantohis paragraph.

This Article shall apply without prejudice toyameasures adopted pursuant to
Article 23(2) of Directive 2001/18/EC or Article 34f Regulation (EC) No
1829/2003 prohibiting or restricting the cultivatioof genetically modified
organisms.

Article 133
Temporary experiments

The Commission may decide, by means of implem@icts, to organise temporary
experiments in order to identify improved altermasi to any provisions set out in
Articles 107, 117 and, where applicable, Article81and Article 119. Those
implementing acts shall be adopted in accordandle thie examination procedure
referred to in Article 141(3).

The implementing acts referred to in paragrahdll identify the genera or species
concerned, the conditions of the experiment peegear species, the duration of the
experiments, and the monitoring and reporting abio;ns of the participating
Member States. They shall take into account theludeoa of techniques for
reproduction, production and control of the conedrmaterial.

The duration of an experiment shall not exceedrsgears.

Article 134
Less stringent requirements to conserve genetiotgses

Member States may adopt requirements less shirthan those set out in Articles
107, 117 and, where applicable, Article 118 andichat119, in the interest of

conservation and sustainable use of forest genetimurces. In doing so, they shall
consider the need of producing and making availatme the market forest

reproductive material which is naturally adaptedh® local and regional conditions
and threatened by genetic erosion.

Member States shall submit to the Commission amd dather Member States a
reasoned notification of those measures.
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The Commission may, by means of implementing,aelquire a Member State to
repeal or amend the measures referred to in paotadraif it concludes that those
measures are not necessary or not proportionateetobjective of conservation and
sustainable use of forest genetic resources. Tinggdementing acts shall be adopted
in accordance with the examination procedure re€eto in Article 141(3).

TITLE V
Fees

Article 135
Registration and certification fees

Competent authorities shall charge fees fofdhewing actions:
(@) registration of approved basic forest matgriakuant to Article 112; and
(b) issuance of a master certificate pursuant talarl2?2.

The actions referred to in paragraph 1 shaly bel carried out on demand submitted
by the professional operator to the competent aityhdhe demand shall be deemed
not to have been made if the fees have not beehwitiin one month from the date

on which the competent authority requested paymoktite fees and indicated in that
request the consequences of the failure to pay.

The Commission shall be empowered to adopt deddgacts, in accordance with the
procedure referred to in Article 140, setting dw& specific cost items to be covered
pursuant to paragraph 1(a) and (b).

Article 136
Exemptions from the payment of registration fees

Fees provided for in Article 135(1) shall nateditly or indirectly be refunded, unless
unduly collected.

Applicants employing fewer than 10 persons aisg annual turnover or annual
balance sheet total does not exceed EUR 2 millloadl e exempted from the
payment of the fees provided for in Article 135(1).

However, Member States may charge fees to thecamps referred to in the first
subparagraph where this is necessary to guardmte@dequate financial resources
are available for the registration of approved b&siest material or the issuance of a
master certificate.

The costs referred to in Article 135(3) shallt meclude those incurred for the
registration of approved basic forest material Hralissuance of a master certificate
referred to in paragraph 2.
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Imports from and exports of forest reproductive maerial to third

EN

countries

Article 137
Imports on the basis of Union equivalence

Forest reproductive material may be importednfrthird countries only if it is
established, pursuant to Article 138, that it faliiequirements equivalent to those
applicable to forest reproductive material prodycadd made available on the
market in the Union.

Where seed and planting stock are importedtirgdJnion, the professional operator
importing that forest reproductive material shaiform the respective competent
authority in advance of the import.

Imported forest reproductive material shall lbecenpanied by a master certificate,
or an official certificate, issued by the third atty of origin, and records containing
details of that material provided by the profesalaperator in that third country.

Article 138
Commission Decision oequivalence

The Commission may decide, by means of implemgnacts, whether forest
reproductive material of specific genera, speciesategories produced in a third
country, or particular areas of a third countryfilsirequirements equivalent to those
applicable to forest reproductive material produaed made available on the market
in the Union, on the basis of:

(@) a thorough examination of information and daiavided by the third country
concerned pursuant to Article 124(1) of RegulatiBy) No .../... [Office of
Publications, please insert number of RegulatiorOdiicial Controlg; and

(b) where appropriate, the satisfactory outcome aofcontrol performed in
accordance with Article 119(1) of Regulation (EUp N../... [Office of
Publications, please insert number of RegulatiorOdficial Controlg;

Those implementing acts shall be adopted in acooelavith the examination
procedure referred to in Article 141(3).

When adopting the decisions referred to in paflg 1, the Commission shall
consider whether the systems for approval and tragjesn of basic forest material
and subsequent production of forest reproductivéeri@ from that basic forest
material applied in the third country concernedfthe same assurance as those
provided for in Articles 107 and 117, and, wherelaable, Article 118 and Article
119, for the 'source identified’, 'selected’, 'dieal’ and 'tested’ categories.

For the purpose of adopting the decisions refeto in paragraph 1, the Commission
may apply the provisions of Article 71 of RegulatigEU) No .../... Dffice of
Publication, please insert number of RegulationGfficial Controld concerning the
approval of pre-export controls carried out bydhaountries.

88 EN



EN

Article 139
Export from the Union

Where the export of forest reproductive matdoad third country is governed by an
agreement with that third country, that export kbamply with that agreement.

Where the export of forest reproductive mateoad third country is not governed by
an agreement with that country, that export steketplace in accordance with the
rules of the third country into which that foregproductive material is to be
exported.

Where the export of forest reproductive matet@la third country is neither

governed by an agreement with a third country nothie rules of the third country

into which that forest reproductive material ish® exported, the requirements for
production and making available on the market o&g$o reproductive within the

Union territory, as set out in Articles 105 to 134all apply.
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PART V
PROCEDURAL PROVISIONS

Article 140
Delegated acts

The power to adopt delegated acts is conferrethe Commission subject to the
conditions laid down in this Article.

The delegation of power referred to in Articles(3), 13(3), 14(3), 15(5), 16(2),
17(4), 18(4), 18(6), 20(4), 21(5), 23(3), 30(4),(132 33(3), 34(6), 36(4), 38(4),
39(3), 44(1), 56(5), 56(6), 59(2), 64(4), 65(3)(BH7 72(2), 74(1), 119, 124(4), 127,
131(2) and 135(4) and 138(1) shall be conferredtlom Commission for an
indeterminate period of time from the date of th&into force of this Regulation

The delegation of power referred to in Artictes(3), 13(3), 14(3), 15(5), 16(2),
17(4), 18(4), 18(6), 20(4), 21(5), 23(3), 30(4),(1B2 33(3), 34(6), 36(4), 38(4),
39(3), 44(1), 56(5), 56(6), 59(2), 64(4), 65(3)(BH7 72(2), 74(1), 119, 124(4), 127,
131(2), 135(4) and 138(1) may be revoked at ang tijmthe European Parliament or
by the Council. A decision of revocation shall @ut end to the delegation of the
power specified in that decision. It shall takeeetfthe day following the publication
of the decision in the official Journal of the Epean Union or at a later date
specified therein. It shall not affect the validitfyany delegated acts already in force.

As soon as it adopts a delegated act, the Castonishall notify it simultaneously to
the European Parliament and to the Council.

A delegated act adopted pursuant to Article8111(3(3), 14(3), 15(5), 16(2), 17(4),
18(4), 18(6), 20(4), 21(5), 23(3), 30(4), 32(1),(B3 34(6), 36(4), 38(4), 39(3),
44(1), 56(5), 56(6), 59(2), 64(4), 65(3), 67(2)(Z)274(1), 119, 124(4), 127, 131(2)
135(4) and 138(1) shall enter into force only if abjection has been expressed
either by the European Parliament or the Coundihiwia period of two months of
notification of that act to the European Parliamand the Council or if, before the
expiry of that period, the European Parliament tredCouncil have both informed
the Commission that they will not object. That pdrishall be extended by two
months at the initiative of the European Parlianwerthe Council.

Article 141
Committee procedure

The Commission shall be assisted by the Stan@mmgmittee on Plants, Animals,
Food and Feed established by Article 58(1) of Ratgnh (EC) No 178/2002 of the
European Parliament and of the Council. That cotemishall be a committee within
the meaning of Regulation (EU) No 182/2011.

Where reference is made to this paragraph, lArdc of Regulation (EU) No
182/2011 shall apply.

Where the opinion of the committee is to be obthibg written procedure, that
procedure shall be terminated without result whathin the time-limit for delivery
of the opinion, the chair of the committee so desicbr a simple majority of
committee members so request.
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Where reference is made to this paragraph, lArtic of Regulation (EU) No
182/2011 shall apply.

Where the opinion of the committee is to be obthibg written procedure, that
procedure shall be terminated without result whathin the time-limit for delivery
of the opinion, the chair of the committee so desibr a simple majority of
committee members so request.

Where reference is made to this paragraph, lArt®& of Regulation (EU) No
182/2011, in conjunction with Article 5 thereof 8teply.

o1 EN



EN

PART VI
FINAL PROVISIONS

Article 142
Amendment of Regulation (EC) No 2100/94

Regulation (EC) No 2100/94 is amended as follows:
(2) Article 4 is replaced by the following:

‘Article 4
Union Agency

1. For purposes of the implementation of this Ratjoh, a European Agency on
Plant Varieties, hereinafter referred to as 'Aggnsyhereby established.

2.  The Agency shall carry out the following tasks:

(@)

(b)

(©)
(d)
()

()
(¢))

(h)

()

to offer recommendations on variety denomimegtjavhere requested so
pursuant to Article 50(2) and 78(2) of Regulati&Uj No .../... [Office
of Publications, please insert number of this Ragaon];

to promote and coordinate development of umfortechnical
examination of varieties, including developmenpuoftocols, carried out
pursuant to Article 71 and, where applicable, ttis adopted pursuant to
Article 74 of Regulation (EU) No .../..[Office of Publications, please
insert number of this Regulatipn

to carry out audits of competent authoritiegjuding their premises and
organisation of work, carrying out technical exaations, as referred to
in Article 72 of the PRM Regulation;

to offer, and participate in offering, trainingits area of mission;

to provide technical support to the Commisgiorthe areas within its
mission;

to commission studies necessary for the accmmplent of its mission;

to search for, collect, collate, analyse andmarise technical data in the
fields within its mission;

to ensure that the public and interested panmexeive rapid, reliable,
objective and comprehensible information in thédBewithin its mission;

to provide technical assistance, when requesteddo so by the
Commission, with a view to improving cooperatioriviieen the Union,
applicant countries, international organisationd #inird countries, in the
fields within its mission;

to establish, publish and update a databaseeterence collections of
varieties.'

3. The Agency shall also manage and support theorUmiariety register,
established in accordance with Article 52 of Reggoia(EU) No .../... Dffice
of Publications, please insert number of this Ratyoih]. It shall implement
the procedure for the registration of varietiegsha Union variety register in
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accordance with Chapter V of Title IV of Regulati@J) No .../... [Office of
Publications, please insert number of this Regatgti

(2) The following Article 4a is inserted:

‘Article 4a
References to the Community Plant Variety Officef{iCe)

References made in this Regulation to the Officd eeferences made in Union
legislation to the Community Plant Variety Offideadl be construed as references to
the European Agency on Plant Varieties establistyefirticle 4.'

Article 143
Penalties

The Member States shall lay down the rules on pesahpplicable to infringements of this
Regulation and shall take all measures necessagydaore that they are implemented. The
penalties provided for must be effective, propordite and dissuasive.

The Member States shall notify those provisionsheoCommission within one year after the
entry into force of this Regulation and shall nptifithout delay any subsequent amendments
of those provisions.

Article 144
Repeals

The acts referred to in Annex Xlll are herebyaaed.

2. References to the repealed acts shall be cedsts references to this Regulation
and shall be read in accordance with the correidgtible in Annex XIV.
Article 145

Transitional Provisions

1. Member States shall, b@ffice of Publications, please insert date of apgiion of
this Regulatioh review the measures adopted pursuant to Articlef Directive
66/401/EEC, Article 5 of Directive 66/402/EEC, Ate 4(1) of Directive
68/193/EEC, Article 7 of Directive 2002/54/EC, Ata 24 of Directive 2002/55/EC,
Article 5 of 2002/56/EC and Article 7 of 2002/57/E&hd take one of the following
actions:

(@) repeal those measures; or

(b) amend those measures to comply with the agpécdnion legislation on the
plant reproductive material concerned.

2. Member States shall notify to the Commission twedother Member States:

(@) all measures adopted pursuant to the Directiefsred to in paragraph 1 by
[Office of Publications, please insert date of agilon of this Regulation];
and

(b) any action taken pursuant to points (a) oofaragraph (1).
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Article 146
Entry into force

This Regulation shall enter into force on the twethtday following that of its publication in
the Official Journal of the European Union

It shall apply from[Office of Publications please insert date counti®@ months from the
entry into force]

This Regulation shall be binding in its entiretyatirectly applicable in all Member States.
Done at Brussels,

For the European Parliament For the Council
The President The President
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ANNEX |

GENERA AND SPECIES AS REFERRED TO IN ARTICLE 11
Abies albaMill.
Abies cephalonicaoudon
Abies grandid.indl.
Abies pinsap®oiss.

Acer platanoideg..

Acer pseudoplatanus

Agrostis canind..

Agrostis capillarisL.

Agrostis gigante&oth.

Agrostis stoloniferd..

Allium cepal.

Allium fistulosumi_.

Allium porrumL.

Allium sativunL.

Allium schoenoprasurn.

Alnus glutinosaGaertn.

Alnus incanavioench.
Alopecurus pratensis.
Anthriscus cerefoliunfL.) Hoffm.
Apium graveolenk.

Arachis hypogaea.
Arrhenatherum elatiug..) P. Beauv. ex J. Pres| & C. Presl.
Asparagus officinalig..

Avena nudd..

Avena sativa..(including A. byzantin&. Koch)
Avena strigosé&chreb.

Beta vulgarid..

Betula penduldoth.

Betula pubescerishrh.

Brassica juncedlL.) Czern.
Brassica napus.

Brassica nigraL.) W.D.J. Koch
Brassica oleraced.
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Brassica rapd..

Bromus catharticu¥/ahl
Bromus sitchensisrin.
Cannabis sativa..

Capsicum annuurh.

Carpinus betulug.
Carthamus tinctoriug.

Carum carviL.

Castanea sativill.
CastaneaMill. (rootstocks)
Cedrus atlanticdEndl) Manetti ex Carr.
Cedrus libaniA. Richard
Cichorium endivida..
Cichorium intybud..

Citrullus lanatus(Thunb.) Matsum. & Nakai
CitrusL.

Corylus avelland..

CorylusL. (rootstocks)
Cucumis meld.

Cucumis sativus.

Cucurbita maxim@uchesne
Cucurbita pepd..

Cydonia oblongaumill.

Cynara cardunculus.
Cynodon dactylofL.) Pers.
Dactylis glomeratd..

Daucus carotd..

Fagus sylvaticd..

Festuca arundinace&chreb.
Festuca filiformisPourr.
Festuca ovind..

Festuca pratensisluds.
Festuca rubra..

Festuca trachyphyll§Hack.) Krajina
xFestuloliumAsch. et Graebn.
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Ficus caricaL.
Foeniculum vulgarévill.
Fortunella Swingle
Fragaria L.

Fraxinus angustifoliavahl.
Fraxinus excelsioL.
Galega orientalid.am.
Glycine maxL.) Merrill
Gossypiunt.

Hedysarum coronariurh.
Helianthus annuusk.
Hordeum vulgaré..
Juglans regid..

JuglansL. (rootstocks)
Lactuca sativa..

Larix deciduaMill.

Larix kaempfer(Lamb.) Carr.
Larix sibirica Ledeb.

Larix x eurolepidHenry
Linum usitatissimurh.
Lolium x boucheanurKunth
Lolium multiflorumLam.
Lolium perennd..

Lotus corniculatug..
Lupinus albug..

Lupinus angustifolius.
Lupinus luteug..

Malus domestic8orkh.
MalusMill. (rootstocks)
Medicago lupulina_.
Medicago sativd..
Medicago x varial. Martyn
Olea europaed..
Onobrychis viciifoliaScop.
Oryza sativd..
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Papaver somniferur.
Petroselinum crispurMill.) Nyman ex A. W. Hill
Phacelia tanacetifolidenth.
Phalaris aquatica..

Phalaris canariensis.
Phaseolus coccineus
Phaseolus vulgarik.

Phleum nodosurh. (formerly Phleum bertoloniDC.)
Phleum pratense.

Picea abiegL.) H. Karst

Picea sitchensiéBong.) Carr.
Pinus brutiaTen.

Pinus canariensi€. Smith
Pinus cembrd..

Pinus contorteDouglas ex Loud.
Pinus halepensiMill.

Pinus leucodermigntoine

Pinus nigraArnold

Pinus pinasteAiton

Pinus pined..

Pinus radiataD. Don

Pinus sylvestri.

Pistacia veral.

Pistacial. (rootstocks)

Pisum sativunt..

Poa annuad..

Poa nemoralid..

Poa palustrid..

Poa pratensid..

Poa trivialisL.

PoncirusRaf.

Populusspp and artificial hybrids between those species
Prunus amygdaluBatsch
Prunus armeniacé.

Prunus aviun(L.) L.
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Prunus cerasus.

Prunus domestich.

Prunus persicdL.) Batsch

Prunus salicina.indley

PrunusL. (rootstocks)
Pseudotsuga menzieilirb.) Franco
Pyrus communik.

PyrusL. (rootstocks)

Quercus cerrid..

Quercus ilex.

Quercus petrae@Matt.) Liebl.
Quercus pubescemilld.

Quercus robul.

Quercus rubrd..

Quercus subek..

Raphanus sativus.

Rheum rhabarbarurh.

RibesL.

Robinia pseudoacacia.

RubusL.

Scorzonera hispanicha.

Secale cerealk.

Sicyos angulatuk. (rootstocks)
Sinapis albd..

Solanum lycopersicuiram. (formerly Lycopersicon esculentulill. )
Solanum lycopersicum Lam.x Solanspp. (rootstocks)
Solanum melongena

Solanum tuberosuin

Sorghum bicolofL.) Moench
Sorghum bicolofL.) Moenchx Sorghum sudanengBiper) Stapf.
Sorghum sudanengBiper) Stapf
Spinacia oleraced.

Tilia cordataMill.

Tilia platyphyllosScop

Trifolium alexandrinunt.
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Trifolium hybridumL.

Trifolium incarnatumL.

Trifolium pratensd..

Trifolium repend..

Trifolium resupinatuni.
Trigonella foenum-graecuin.
Trisetum flavescent.) P. Beauv.
xTriticosecaléwittm. ex A. Camus
Triticum aestivuni.

Triticum durumDestf.

Triticum speltal.

VacciniumL.

Valerianella locustdL.) Laterr.
Vicia fabal.

Vicia pannonicaCrantz

Vicia satival.

Vicia villosaRoth.

Vitis L.

Zea mayd.
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ANNEX I

REQUIREMENTS FOR PRE-BASIC, BASIC, CERTIFIED AND ST ANDARD
MATERIAL, AND ELEMENTS FOR THE ADOPTION OF THOSE
REQUIREMENTS

PART A

REQUIREMENTS FOR THE PRODUCTION OF PLANT REPRODUCTIVE MATERIAL AS REFERRED
TO IN ARTICLE 16(2)

The following requirements for fields and cropslsbpply, depending on the characteristics
of each genus or species:

1. Sowing or planting:

(@) the identity of the plant reproductive materigicluding where applicable
mother plants, shall be determined to ensure taee#bility of the plant
reproductive material. The label of the materialttee records on the mother
plant shall be kept.

(b) the material shall be planted and /or sowealivay that there is:

(i) sufficient distance from pollen sources of th@me species and/or the
same varieties, according to isolation rules pedatioal characteristics
and breeding techniques, to ensure protection fesry undesirable
foreign pollination and to avoid cross pollinatiith other crops;

(i) an appropriate source and level of pollinationensure the subsequent
reproduction;

(i) an appropriate rotation (previous cropping darduration between
cropping period with the same species) to avoiduinties;

(c) appropriate attention shall be paid to the nmehand any equipment used to
ensure absence of weed or other species whichiffild to distinguish at
seed level in laboratory tests;

(d) the material shall be sown and planted in amaato ensure that the presence
of Union quality pests or their vectors, as listeén implementing act adopted
in accordance with Article 37(2) of Regulation ENoj .../... (Office of
Publications, please insert number of Regulation motective measures
against pests of plafjtscomplies with the provisions of that act.

2. Cultivation:

(@) Off-types shall be absent to ensure varietahtity and purity, and efficient
production. Where this is not possible due to tharacteristics of the plant
reproductive material concerned, they shall beeguriegp to the lowest possible
level.

In case of presence of off-types or other plantigse appropriate treatment
and/or elimination shall be applied to ensure vatielentity and purity.

(b) Mother plants shall be treated or excluded asuace of reproductive material
in case of positive test results or visual symptofngsests or defects.

(c) Harvesting:
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The plant reproductive material shall be harvestedbulk or as individual
plants, as appropriate to ensure the identity auodtyp of the harvested
material.

(d) Maintenance:

Plant reproductive material, including where apgdie mother plants, shall be
maintained in a way to ensure the identity of tlagiety. That maintenance
shall be based on the official description or thiically recognised
description of the variety.

(e) Union quality pests

The plant reproductive material shall be cultivaited manner to ensure that
the presence of Union quality pests, as listedyantsto the implementing act
referred to in Article 37(2) of Regulation (EU) Na./... (Office of
Publications, please insert number of Regulation motective measures
against pests of plantsin that plant reproductive material complieshmhe
provisions of that act.

(H Where appropriate, the cultivation of plant neguctive material shall take
place separately from the cultivation of materielonging to the same genera
or species for food or feed purposes, to ensurithheiathe material concerned.

(@) Where applicable, micro-propagation may alsased for the reproduction of
plant reproductive material.

PART B

REQUIREMENTS FOR THE QUALITY OF PLANT REPRODUCTIVE MATERIAL REFERRED TO IN
ARTICLE 16(2)

Plant reproductive material shall fulfil one or raoof the following quality requirements,
depending on the characteristics of each genugemies:

(@)

(b)

(©)
(d)

(e)
(f)

(9)

(h)

it shall have minimum germination to allow appeopriate number of plant per
square meter (f) after sowing, and consequently to secure thelyaed quality of
the production;

it shall have a maximum content of hard see@lkow an appropriate number of
plant per square metre fjm

it shall have minimum purity to secure the laghlevel of varietal identity;

it shall have maximum moisture content to eedine preservation of the material
during processing, storage and making availablthemarket;

it shall have maximum content of plant reprdohec material of other genera or
species to ensure the lowest presence of undesipédits in the lot;

it shall have minimum vigour, defined dimensjand specific grading, to ensure
appropriateness of the material and sufficient hgeneity of the lot for sowing or
planting;

it shall have maximum presence of earth oragdous matter to prevent fraudulent
practices and technical impurities;

it shall be free from specific defects and dgesato ensure quality and health of the
material;
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(i)

the presence of Union quality pests, as lispenisuant to the implementing act
referred to in Article 37(2) of Regulation (EU) No..] on protective measures
against pests, in plant reproductive material st@thply with the provisions of that
act.

PART C

REQUIREMENTS FOR THE CERTIFICATION OF PLANT REPRODUCTIVE MATERIAL AS
INDICATED IN ARTICLE 20(1)

A.

Frequency and methods of field inspections

The frequency of inspections and the relevant drowtage(s) of the plant
reproductive material for inspections shall enswf#icient observations and
inspections.

The methods for inspections shall be such enserestrability of the observations.

Where applicable, the mother plants shall be inggeat least by visual inspection,
at the most appropriate period(s) of the year &cktthe presence of pests or their
vectors

The mother plants shall be maintained in all pha$esiltivation under conditions to
enable the production of plant reproductive matearad permit the verification of
the identity based on the description of the vgriet

Inspections shall concern, where appropriate, camgd with the rules set out
pursuant Article 37(2) of Regulation (EU) No .../.Office of Publications, please
insert number of Regulation on protective measagsinst plants concerning the
presence of quality pests on the plant reproductiséerial concerned. The quality of
soil, substrates, mother plants and the immediat@ament shall be checked to
avoid presence of pests or their vectors.

Sampling and testing
1. The sampling method shall fulfil the followinggquirements:

(@) the sample to be drawn from a lot shall haweahppropriate minimum
weight for determining content of certain weedsensure representative
sampling and suitable size for the analysis of iieterial to assess
whether the quality requirements have been futfille

(b) the intensity of sampling, the equipment of pang, and methods to be
used, shall ensure that reliable samples are tetldor testing.

2. Testing shall be carried out in accordance withthods, equipment and
growing media established per species, as welleasgierence collection for
purity analysis, to ensure that the quality requeats have been fulfilled.
Testing shall include, where appropriate, retesbihgermination rate to ensure
the adequate germination after a certain periashiging of plant reproductive
material.

3. Inspections shall concern, where appropriateyptiance with the rules set out
pursuant Article 37(2) of Regulation (EU) No .../...ffildce of Publications,
please insert number of Regulation on protectiveasuees against plants]
concerning the presence of quality pests on that piproductive material
concerned. The quality of soil, substrates, motilans and the immediate
environment shall be checked to avoid presencestspr their vectors.
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PART D

ELEMENTS FOR THE ADOPTION OF THE REQUIREMENTS FOR THE PRODUCTION AND
QUALITY OF PLANT REPRODUCTIVE MATERIAL REFERRED TO IN  ARTICLE 16(2), AND FOR
THE CERTIFICATION OF PLANT REPRODUCTIVE MATERIAL AS REFERRED TO IN  ARTICLE
20(1)

The production and quality requirements referrednt®arts A and B, and the certification
schemes referred to in Part C, may be laid dowroperor more of the following elements:

@) genera, species, categories, and sub-divisiosgle the category, including
generations;

(b) the types of variety or plant reproductive miale(heterogeneous material or niche
market material), including intraspecific or inteesific hybrids;

(c) the specific uses of the genera, species, pestyof plant reproductive material
concerned;

(d) type of reproduction.
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ANNEX I

PART A
CONTENT OF OFFICIAL LABEL AND OPERATOR 'S LABEL AS REFERRED TO IN ARTICLE 21(1)
The official label and operator's label shall camtae following:

(@) the botanical name, or names in case of mixufr¢he plant species concerned, in
roman characters;

(b) the common name, or names in case of mixtditkeoplant species concerned in one
of the official Union languages;

(©) the two-letter code indicated in norm 1SO 316@&ipha 2* for the Member State
and, where appropriate, the name or acronym of rb&pective competent
authority(ies) with which the professional operasoregistered;

(d) the registration number of the registered msitenal operator or, in absence of such
number, the name and address of the operator;

(e) the lot number of the plant reproductive maleconcerned, and, where relevant, a
reference to a unique traceability data carriethsas bar code, hologram or chip;

() the indication of the denomination of the véyier variety denominations in case of
mixture components, when making available on thekatan reference to varieties;

(9) the indication 'EU rules and standards’;

(h) references to the country of production or ¢oas in case of mixture, with the two
letter code referred to in point (c);

0] references to declared number of seeds, ramkstor other units of reproductive
material, or, where applicable, the net or grosg kg

()] indications concerning category of plant reprciive material and, where
appropriate, sub-divisions of categories;

(k) references to month and year of labelling demences to month and year of last
sampling;

()] the indication, where appropriate, that thenpleeproductive material belongs to a

variety with officially recognised description onlgnd indication of the region of
origin of that variety;

(m) the indication, where appropriate, that theoeesive plant reproductive material is a
clone or rootstock;

(n) the indication, where applicable, that the plaaproductive material consists of, or
contains, genetically modified organisms.

= ISO 3166-1:2006, Codes for the representationaofigs of countries and their subdivisions — Part 1:

Country codes. International Organization for Stadization, Geneva.
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PART B

| NFORMATION TO BE CONTAINED IN THE LABEL FOR GENERA OR SPECIES OTHER THAN THE
SPECIES LISTED IN ANNEX |, AS REFERRED TO IN ARTICLE 47

The label shall contain the following:

(@)
(b)
(©)

(d)
(€)
(f)

(9)
(h)
(i)
@)
(k)

0

the species, indicated with the botanical nantein roman characters;
the common name in one of the official langsagkethe Union;

the denomination of the variety, if the plaeproductive material is respectively
made available on the market with reference toreetya

the name and address of the professional apegatd its registration number;
the reference number of the lot given by therafor;

declared number of seeds, rootstocks or othmets wf reproductive material, or,
where applicable, the net or gross weight;

the indication 'EU quality’;
the date of the issuance of the label;

in the case of import from third countries, ication of the country of harvesting,
with the two letter code as referred to in pointghPart A,

the place of production;

where applicable, the indication that the resipe plant reproductive material
belongs to a clone or rootstock, and the denonunatif the variety to which that
clone or rootstock may belong to;

where plant reproductive material is produceul anade available on the market
together with forest reproductive material, thepessive label of plant reproductive
material shall indicate 'not for forestry purposes’
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ANNEX IV

PART A

CRITERIA FOR GENERA OR SPECIES WITH SATISFACTORY VALUE FOR CULTIVATION  AND/OR
USE

The requirements set out in Article 58(2) on satsdry value for cultivation and/or use shall
apply to genera and species which comply with onaare of the following criteria:

(@) they are of vital importance for food and feedurity;

(b) they are of vital importance for food procegsiieed processing or industrial
processing;

(c) they are of vital importance for resilience almiv-input agriculture, including

organic agricultural production.

PART B

CRITERIA FOR GENERA OR SPECIES WITH SUSTAINABLE VALUE FOR CULTIVATION  AND/OR
USE

The requirements set out Article 59(1) on sustdenallue for cultivation and/or use shall
apply to genera and species which comply with onaare of the following criteria:

(@) they are substantially susceptible to pests;

(b) they are subject to particular requirementsceoming efficiency of resources;
(© they are susceptible to the presence of uratdsisubstances;

(d) they are susceptible to adaptation to divegse-alimatic conditions.
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ANNEX V

REQUIREMENTS FOR THE APPROVAL OF BASIC MATERIAL INT ENDED FOR
THE PRODUCTION OF FOREST REPRODUCTIVE MATERIALTOB E

EN

CERTIFIED AS ‘SOURCE-IDENTIFIED’

The basic material shall be as seed sourceand $vcated within a single Region of
Provenance. A formal inspection must be made wtleranaterial is destined for a
specific forestry purpose.

The Region of Provenance and the location aadiltitude or altitudinal range of the
place(s) where the reproductive material is colldcimust be stated by the
professional operator concerned to the competehbaty. It must be stated whether
the basic material is:

(@) autochthonous or non-autochthonous or theroisgunknown; or

(b) indigenous or non-indigenous or the origin iknown. In the case of non-
autochthonous or non-indigenous basic materialotigin must be stated if
known.
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ANNEX VI

REQUIREMENTS FOR THE APPROVAL OF BASIC MATERIAL INT ENDED FOR
THE PRODUCTION OF FOREST REPRODUCTIVE MATERIALTOB E
CERTIFIED AS ‘SELECTED’

General: The stand will be judged with respect to the spesfated purpose for which the
reproductive material will be intended and due intgrace shall be given to requirements 1- 9,
depending on the specific purpose. The criteriadug®w the selection of the forest
reproductive material and the purpose of that nmedtehall be indicated in the National
Register.

1. Origin: It must be determined either by historical evidewceother appropriate
means whether the stand is autochthonous/indigenoos-autochthonous/non-
indigenous or the origin is unknown and for noneabthonous/ non-indigenous
basic material the origin must be stated if known.

2. Isolation: Stands must be situated at a sufficient distarara fsoor stands, including
non-autochthonous/nonindigenous or of unknown oyigf the same species or from
stands of a related species or variety which cam foybrids with the species in
guestion.

3. Effective Size of the PopulationStands must consist of one or more groups of trees
well distributed and sufficiently numerous to ersadequate inter-pollination. To
avoid the unfavourable effects of inbreeding, delkcstands shall consist of a
sufficient number and density of individuals onizeg area.

4. Age and Development:Stands must consist of trees of such an age oe sihg
development that the criteria given for the setectian be clearly judged.

5. Uniformity: Stands must show a normal degree of individual atian in
morphological characters. Where necessary, infaéras shall be removed.

6. Adaptedness: Adaptation to the ecological conditions prevailimgthe Region of
Provenance must be evident.

7. Volume production: For the approval of selected stands volume produaif wood
must normally be superior to the accepted mean rusdeilar ecological and
management conditions.

Wood Quality: The quality of the wood shall be taken into account

9. Form or Growth Habit: Trees in stands must show particularly good mowquiio&l
features, including straightness and circularitystdm, favourable branching habit,
small size of branches and good natural pruningduttion, the proportion of forked
trees and those showing spiral grain must be low.
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ANNEX VI

REQUIREMENTS FOR THE APPROVAL OF BASIC MATERIAL INT ENDED FOR

THE PRODUCTION OF FOREST REPRODUCTIVE MATERIALTOB E

(@)

(b)

(€)

(d)

(e)

(@)

(b)

(©)
(d)

(@)
(b)

(©)

CERTIFIED AS ‘QUALIFIED’

Seed Orchards

The type, objective, crossing design and fi@gut, components, isolation and
location and any changes of these must be appranddegistered with the
competent authority;

The component clones or families shall be setedor their outstanding
characters and special consideration shall be gwehe requirements 4, 6, 7,
8, 9 and 10 of Annex llI;

The component clones or families shall be gdrdr shall have been planted
according to a plan which has been approved bycdmepetent authority and
established in such a way that each componenteatehtified;

Thinning carried out in seed orchards shalldescribed together with the
selection criteria used for such thinning and regesd with the competent
authority;

The seed orchards shall be managed and seesstest in such a way that the
objectives of the orchards are attained. In the cdsa seed orchard intended
for the production of an artificial hybrid, the pentage of hybrids in the
reproductive material must be determined by a iatibn test.

Parents of Family(ies)

The parents shall be selected for their outtstgncharacters and in accordance
with the requirements 4, 6, 7, 8, 9 and 10 of AnHgxor selected for their
combining ability;

The objective, crossing design and pollinatsystem, components, isolation
and location and any significant changes of thesetnbe approved and
registered with the competent authority;

The identity, number and proportion of the pésein a mixture must be
approved and registered with the competent authorit

In the case of parents intended for the pradoobf an artificial hybrid, the
percentage of hybrids in the reproductive matamalkst be determined by a
verification test.

Clones

Clones shall be identifiable by distinctive d@ers which have been approved
and registered with the competent authority;

The value of individual clones shall be esttidid by experience or have been
demonstrated by sufficiently prolonged experimeaiat

Ortets used for the production of clones shallkelected for their outstanding
characters and in accordance with the requirem&n®, 7, 8, 9 and 10 of
Annex Il
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Clonal Mixtures
(@ Clonal mixture shall meet the requirementsdim{s 3(a), 3(b) and 3(c);

(b) The identity, number and proportion of the comgnt clones of a mixture, and
the selection method and foundation stock must gored and registered
with the competent authority. Each mixture musttaon sufficient genetic

diversity.
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ANNEX VI

REQUIREMENTS FOR THE APPROVAL OF BASIC MATERIAL INT ENDED FOR
THE PRODUCTION OF FOREST REPRODUCTIVE MATERIAL TOB E

1.

CERTIFIED AS ‘TESTED’

REQUIREMENTS FOR ALL TESTS

(@)

(b)

(€)

(d)

(€)

General

The basic material must satisfy the applicable ireguents in Annex V or VI.

Tests set up for the approval of basic materialtarbe prepared, laid out,
conducted and their results interpreted in accarelawith internationally

recognised procedures. For comparative tests,at@stf reproductive material
under test must be compared with one or preferséleral approved or pre-
chosen standards.

Characters to be examined

(i)

(ii)

Tests must be designed to assess specifiedaieas and these must be
indicated for each test;

Weight shall be given to adaptation, growtigtle and abiotic factors of
importance. In addition, other characters, considi@mportant in view of
the intended specific purpose, shall be evaluatedelation to the
ecological conditions of the region in which thsttis carried out.

Documentation

Records must describe the test sites, includingtime, climate, soil, past use,
establishment, management and any damage duedticdbotic factors, and
be available to the competent authority. Age of rtieerial and results at the
time of the evaluation must be recorded with thepetent authority.

Setting up the tests

(i)

(ii)

Each sample of reproductive material shall laésed, planted and
managed in an identical way as far as the typgsanft material permit;

Each experiment must be established in a vsiatistical design with a
sufficient number of trees in order that the indual characteristics of
each component under examination can be evaluated.

Analysis and validity of results

(i)

(i)
(i)

(iv)

The data from experiments must be analysed gusiternationally
recognised statistical methods and the resultepted for each character
examined,;

The methodology used for the test and theititaesults obtained shall
be made freely available;

A statement of the suggested region of prdbaddaptation within the
country in which the test was carried out and attergtics which might
limit its usefulness must also be given;

If during tests it is proved that the reprotive material does not possess
at least the characteristics of the basic matetti@in such reproductive
material shall be eliminated.
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2.

3.

REQUIREMENTS FOR GENETIC EVALUATION OF COMPONENTS OF BASIC MATERIAL

(@)

(b)

()

(d)

The components of the following basic matemaly be genetically evaluated:
seed orchards, parents of family(ies), clones &bt mixtures.

Documentation

The following additional documentation is required approval of the basic
material:

(i) The identity, origin and pedigree of the evatthcomponents;

(i)  The crossing design used to produce the reptide material used in the
evaluation tests.

Test procedures
The following requirements must be met:

() The genetic value of each component must bienastd in two or more
evaluation test-sites, at least one of which mestirban environment
relevant to the suggested use of the reproductatenal;

(i) The estimated superiority of the reproductiveterial to be marketed
shall be calculated on the basis of these genatites and the specific
crossing design;

(i) Evaluation tests and genetic calculations tnbe approved by the
competent authority.

Interpretation

(i) The estimated superiority of the reproductivatenial shall be calculated
against a reference population for a characteeoofscharacters;

(i) It shall be stated whether the estimated genetlue of the reproductive
material is inferior to the reference populationr fany important
character.

REQUIREMENTS FOR COMPARATIVE TESTING OF REPRODUCTIVE MATERIAL

(@)

Sampling of the reproductive material

() The sample of the reproductive material for pamative testing must be
truly representative of the reproductive materiatived from the basic
material to be approved,;

(i)  Sexually produced reproductive material fongmarative testing shall be:

harvested in years of good flowering and good /fsagd production;
artificial pollination may be utilised,

harvested by methods that ensure that the sampisined are
representative.
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(b) Standards

(i) The performance of standards used for compagaiurposes in the tests
shall if possible have been known over a suffidiefdng period in the
region in which the test is to be carried out. Btandards represent
material that has been shown useful for forestrhattime that the test
starts, and in ecological conditions for whichsitproposed to certify the
material. They shall come as far as possible fraands selected
according to the criteria in Annex IIl or from basnaterial officially
approved for production of tested material;

(i)  For comparative testing of artificial hybridspth parent species must, if
possible, be included among the standards;

(i) Whenever possible several standards are todeel. When necessary and
justified, standards may be replaced by the masalda of the material
under test or the mean of the components of thg tes

(iv) The same standards will be used in all teser @s wide a range of site
conditions as possible.

(c) Interpretation

() A statistically significant superiority as comamed with the standards
must be demonstrated for at least one importanmachex;

(i) It will be clearly reported if there are anyaracters of economic or
environmental importance which show significantiferior results to the
standards and their effects must be compensatedoyofavourable
characters.

CONDITIONAL APPROVAL

Preliminary assessment of young trials may be #@sbfor conditional approval.
Claims of superiority based on an early assessmmargt be re-examined at a
maximum interval of ten years.

EARLY TESTS

Nursery, greenhouse and laboratory tests may beptat by the competent
authority for conditional approval or for final ajgpal if it can be shown that there is
a close correlation between the measured trait tardcharacters which would
normally be assessed in forest field tests. Otharacters to be tested must meet the
requirements set out in paragraph 3.
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ANNEX IX

LIST OF TREE SPECIES AND ARTIFICIAL HYBRIDS

Abies albaMill.

Abies cephalonicaoud.
Abies grandid.indl.
Abies pinsap®oiss.
Acer platanoideg..

Acer pseudoplatanus
Alnus glutinosaGaertn.
Alnus incanavioench.
Betula penduld&oth.
Betula pubescertshrh.
Carpinus betulug.
Castanea sativill.
Cedrus atlanticeCarr.
Cedrus libaniA. Richard
Fagus sylvaticd..
Fraxinus angustifoliavahl.
Fraxinus excelsiot.
Larix deciduaMill.

Larix x eurolepiHenry
Larix kaempferiCarr.
Larix sibirica Ledeb.
Picea abieKarst.

Picea sitchensi€arr.
Pinus brutiaTen.

Pinus canariensi€. Smith
Pinus cembrd..

Pinus contorta_oud.
Pinus halepensiMill.
Pinus leucodermigntoine
Pinus nigraArnold
Pinus pinasteAit.

Pinus pined..

Pinus radiataD. Don
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Pinus sylvestrig.

Populusspp. and artificial hybrids between those species

Prunus aviuni.
Pseudotsuga menziebiianco
Quercus cerrid..
Quercus ilex..

Quercus petraediebl.
Quercus pubescemilld.
Quercus robul.
Quercus rubrd..
Quercus subet.
Robinia pseudoacacia.
Tilia cordataMill.

Tilia platyphyllosScop.
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ANNEX X

CATEGORIES UNDER WHICH REPRODUCTIVE MATERIAL FROM T HE

DIFFERENT TYPES OF BASIC MATERIAL MAY BE MADE AVAIL ABLE ON THE

MARKET

Type of basic
material

Category of forest reproductive material
(Label colour if colours label or document used)

Source identified
(Yellow)

Selected
(Green)

Qualified
(Pink)

Tested
(Blue)

Seed Source

X

Stand

Seed Orchard

Parents of
Family(ies)

Clone

Clonal Mixture

EN
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ANNEX Xl

PART A
Requirements to be met by fruit and seed lots of thspecies listed in Annex 1X

1. Fruit and seed lots of the species listed inexnkX may not be marketed unless the
fruit or seed lot reaches a minimum species pieitgl of 99 %.

2. Notwithstanding the provisions of paragraphnlthie case of closely related species
in Annex IX, excluding artificial hybrids, the spes purity of the fruit or seed lot
shall be stated if it does not reach 99 %.

PART B
Requirements to be met by parts of plants of the ggies and artificial hybrids listed in
Annex IX

Parts of plants of the species and artificial hy$riisted in Annex IX shall be of fair
marketable quality. Fair marketable quality sha#l thetermined by reference to general
characteristics, health and appropriate size. éncise of Populus spp. it may be stated that
the additional requirements set out in Part C agaé m

PART C
Requirements for external quality standards for Pomlus spp. propagated by stem
cuttings or sets

1. Stem cuttings

a. Stem cuttings shall not be considered to beiofrharketable quality, within
the meaning of Part B, if any of the following deteexist:

(i) their wood is more than two years old;

(i) they have less than two well formed buds;

(i) they are affected by necroses;

(iv) they show signs of desiccation, overheatinguid or decay.
b.  Minimum dimensions for stem cuttings

- minimum length: 20 cm,

- minimum top diameter: Class EC 1: 8 mm
Class EC 2: 10 mm.

2. Sets

a. Sets shall not be considered to be of fair nabte quality if any of the
following defects exist:

(i) their wood is more than three years old;

(i) they have less than five well formed buds;

(i) they are affected by necroses;

(iv) they show signs of desiccation, overheatinguid or decay;
(v) they have injuries other than pruning cuts;

(vi) they have multiple stems;
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(vii) they have excessive stem curvature.

b. Size classes for sets

EN

Minimum diameter at mid- Minimum heiaht
Class length o 9
(mm) (m)
Non-Mediterranean regions
N1 6 1,50
N2 15 3,00
Mediterranean regions
S1 25 3,00
S2 30 4,00
PART D
Requirements to be met by planting stock of the spees and artificial hybrids listed in
Annex IX

The planting stock shall be of fair marketable dualFair marketable quality shall be
determined by reference to general characteridteath, vitality and physiological quality.

PART E
Requirements to be met by planting stock to be marted to the end-user in regions
having a Mediterranean climate

Planting stock shall not be marketed unless 95 #aoh lot is of fair marketable quality.

1. Planting stock shall not be considered to b&awmfmarketable quality if any of the
following deficits exist:

(@) injuries other than pruning cuts or injurieeda damage when lifting;
(b) lack of buds with the potential to form a leagishoot;

(c) multiple stems;

(d) deformed root system;

(e) signs of desiccation, overheating, mould olagec

(H the plants are not well balanced.
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2. Size of the plants

Maximum age Minimum Maximum Minimum root
Species g height height collar diameter
(years) (cm) (cm) (mm)
Pinus halepensis 1 8 25 2
2 12 40 3
Pinus leucodermis 1 8 25 2
2 10 35 3
Pinus nigra 1 8 15 2
2 10 20 3
Pinus pinaster 1 7 30 2
2 15 45 3
Pinus pinea 1 10 30 3
2 15 40 4
Quercus ilex 1 8 30 2
2 15 50 3
Quercus suber 1 13 60 3
3. Size of the container, where used
Minimum volume
Species of the container
(cm3)
Pinus pinaster 120
Other species 200
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ANNEX Xli
PART A

Information to be included in the master certificate of identity for reproductive material

12.
13.
14.
15.
16.
17.

18.
19.

20.
21.
22.
23.

derived from seed sources and stands

Title with the text 'Issued in accordance witegRlation EU (No) .../.. [Office of
Publications, please insert number of this Regatgti

Member State
Number of certificate and code of Member State

The following indication: 'lIt is certified thathe forest reproductive material
described below: (a) has been produced in accoedanith Regulation EU (No)
...l... [Office of Publications, please insert number of tRegulatioli; (b) is forest

reproductive material under transitional arrangessien

Botanical name

Nature of forest reproductive material (seed, y@rt of plants or planting stock)
Category of forest reproductive material (soudemtified, selected or tested)
Type of basic material (seed source or stand)

Purpose

National register reference or identity of bamaterial in national register

The indication 'autochthonous', 'non-autochtimg’, 'indigenous’, 'non-indigenous'
or 'unknown'

Origin of basic material (for non-autochthonoos-indigenous material, if known)
Member State and region of provenance of braaierial

Altitude or altitudinal range of site of basmaterial

Year in which seeds ripened

Quantity of forest reproductive material

Indication whether the material covered by thestificate is the result of a
subdivision of a larger lot covered by a previousida certificate, and, where
applicable, indication of previous certificate nuenlor quantity in initial lot

Length of time in nursery

Indication on whether there has been subseyeagetative reproduction of material
derived from seed

Other relevant information

Name and address of professional operator
Name and address of competent authority
Stamp of competent authority and date
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PART B

Information to be included in the master certificate of identity for reproductive material

13.
14.
15.

16.
17.
18.

19.
20.
21.
22.

23.

24,

25.

derived from seed orchards or parents of family(ies

Title with the text 'Issued in accordance witegRlation EU (No) .../... Qffice of
Publications, please insert number of this Regatgti

Member State
Number of certificate and code of Member State

The following indication: 'It is certified thathe forest reproductive material
described below: (a) has been produced in accoedanith Regulation EU (No)
...l... [Office of Publications, please insert number o$ tRegulatiofi; (b) is forest
reproductive material under transitional arrangessiéen

Botanical name

Nature of basic material (as mentioned in thalogue)

Nature of forest reproductive material (seed, y@rt of parts or planting stock)
Category of forest reproductive material (quedifor tested)

Type of basic material (seed orchard or parentamily(ies)

Purpose

National register reference or identity of bamaterial in the national register

Where appropriate, indication ‘autochthonotmin-autochthonous’, 'indigenous’,
'non-indigenous' or 'unknown’

Origin of basic material (for non-autochthonoos-indigenous material, if known)
Member State and region of provenance or logaif basic material

Indication whether seed is derived from opéfinagion, supplemental pollination or
controlled pollination

Year in which seed ripened
Quantity of forest reproductive material

Indication whether the material covered by ttestificate is the result of a
subdivision of a larger lot covered by a previousdd certificate (with reference to
previous certificate number and quantity in initet)

Length of time in nursery
Number of components represented, includingation of families and clones)
Altitude or altitudinal range of site of basiaterial

Indication whether genetic modification hasrbaeed in the production of the basic
material

For forest reproductive material derived froargmts or family(ies), indication on
crossing design and range of percentage compositioomponent families

Indication whether there has been subsequegdtateve reproduction of material
derived from seed, including indication of methddreproduction and number of
cycles of reproduction

Indication 'other relevant information'
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26.
27.
28.
29.

Name and address of the professional operator
Name and address of the competent authority
Stamp of competent authority and date

Name and signature of responsible officer
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PART C
Information to be included in the master certificate of identity for reproductive material
derived from clones and clonal mixtures

1. Title with the text 'Issued in accordance witegRlation EU (No) .../... Qffice of
Publications, please insert number of this Regatgti

Member State
Number of certificate and code of Member State

4. The following indication: 'lIt is certified thathe forest reproductive material
described below: (a) has been produced in accoedanith Regulation EU (No)
...l... [Office of Publications, please insert number o$ tRegulatiofi; (b) is forest
reproductive material under transitional arrangessien

5 Botanical name

6 Name of clone or clonal mixture

7. Nature of forest reproductive material (parplaints or planting stock)

8 Category of forest reproductive material (quedifor tested)

9 Type of basic material (clones or clonal mixg)re

10. Purpose

11. National register reference or identity of bamaterial in the national register

12. Where appropriate, the indication ‘autochthghdomon-autochthonous', ‘'indigenous’,
'non-indigenous' or 'unknown’

13. Origin of basic material (for non-autochthonoos-indigenous material, if known)

14. Member State and region of provenance or logaif basic material

15. Indication whether the seed derives from opahnation, supplemental pollination
or controlled pollination

16. Year in which seeds ripened

17. Quantity of forest reproductive material

18. Indication whether the material covered by thestificate is the result of a

subdivision of a larger lot covered by a previousidd certificate, and, where
applicable, indication of previous certificate nugnbr quantity in initial lot

19. Length of time in nursery

20. Altitude or altitudinal range of site of basnaterial

21. Indication whether genetic modification hasrbased in the production of the basic
material

22. Where forest reproductive material derives ffzanents of family(ies), indication of
crossing design and range of percentage compositioomponent families

23. Indication on whether there has been subseyeagetative reproduction of material
derived from seed

24. Indication 'Other relevant information’

25. Name and address of professional operator
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26.
27.

Name and address of competent authority ared dat
Stamp of competent authority
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Directive 2002/57/EC
Directive 2008/72/EC
Directive 2008/90/EC

126

EN



ANNEX XIV

CORRELATION TABLES

1. Council Directive 66/401/EEC

Council Directive 66/401/EEC

This Regulation

Regola
(EU) No
...l.... (Office
of
Publication,
please insert
number of
Regulation on
Official
Controlg

Regulation (EU) No
.../... (Office of
Publication, please
insert number of
Regulation on
protective measures
against pests of

plantg

Article 1

Article 1a

Article 2(1), point A

Article 2(1), points B, C, D, E
Article 2(1), points F, G
Article 2(1a)

Article 2(1b)

Article 2(1d)

Article 2(2)

Article 2(3), (4)

Article 3(1)

Article 3(1a)

Article 3(2)

Article 3(3)

Article 3(4)

Article 3a

Article 4(a)

Article 4(b)

Article 4a(1), first subparagraph
Article 4a(1), second subparagraph
Article 4a(2)

Article 4a(3)

Article 5

Article 5a

Article 6

Article 7

Article 8(1)

Article 8(2)

Article 9

Article 1

Article 3, Article 2

Article 11(2), (2)

Article 16(2), Article 20(2)
Article 18(5)

Article 11(3)

Article 20(2), Article 24
Article 12(1)

Article 12(2)

Article 12(3)

Article 16(3)

Article 12(1)

Article 38

Article 39

Article 2

Article 4

Article 40

Article 20(2)

Article 75

Article 20(2), Article 24
Article 17(1)

Article 17(4), Article 18(5)
Article 18
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Article 10
Article 10a
Article 10b
Article 10c
Article 10d
Article 11
Article 11a
Article 12
Article 13
Article 13a
Article 14(1)
Article 14(1a)

Article 19, Article 21(1)
Article 18(5)

Article 18(5)

Article 18(5)

Article 18(4)

Article 19(4), (5)
Article 21(1)

Article 21(6)

Article 32, Article 33
Article 42

Article 4

Article 40

Article 14a Article 20(2), Article 21 -
Article 15 Article 38 —
Article 16 Article 44 —
Article 17 Article 35, Article 37 —
Article 18 Article 46 —
Article 19(1) - Article 8
Article 19(2) — —
Article 20 — Article 93
Article 21 Article 141 —
Article 21a Article 16(2)
Article 22 Article 16(2), Article 20(2) | —
Article 23 Article 12(4), point (a) -
Article 23a Article 145(1), (2) -
Article 24 — —
2. Council Directive 66/402/EEC
Council Directive 66/402/EEC This Regulation Regola (EU) | Regulation (EU)
No .../.... Office | No .../... (Office

of Publication,
please insert
number of
Regulation on
Official Controlg

of Publication,
please insert
number of
Regulation on
protective
measures against
pests of planis

Article 1
Article 1a
Article 2(1), point A

Article 1
Article 3, Article 2
Article 11(2), (2)
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Article 2(1), point B

Article 2(1), points C, Ca, D, E, F, C
H

Article 2(1a)

Article 2(1b)

Article 2(1c)

Article 2(1e)

Article 2(2)

Article 2(3), (4)

Article 3(1)

Article 3(2)

Article 3(3)

Article 3a

Article 4(1), first subparagraph (a)
Article 4(1), first subparagraph (b)
Article 4(1), second subparagraph
Article 4(4)

Article 4a(1), first subparagraph
Article 4a(1), second subparagraph
Article 4a(2)

Article 4a(3)

Article 5

Article 5a

Article 6

Article 7

Article 8(1)

Article 8(2)

Article 9

Article 10

Article 10a

Article 11

Article 11a

Article 12

Article 13

Article 13a

Article 14(1)

Article 14(1a)

Article 14a

Article 15

Article 16

Article 10(1)

5Article 16(2), Article 20(2)

Article 11(3)
Article 16(2), Article 20(2)

Article 16(2), Article 20(2)
Article 20(2), Article 24
Article 12(1), (2)

Article 16(2)

Article 20(2)

Article 12(1)

Article 38

Article 39

Article 39

Article 2
Article 4

Article 40

Article 20(2)

Article 75

Article 20(2), Article 24
Article 17(1)

Article 17(4), Article 18(5)
Article 18

Article 19, Article 21(1)
Article 18(5)

Article 19(4), (5)
Article 21(1)

Article 21(6)

Article 32, Article 33
Article 42

Article 4

Article 40

Article 20(2), Article 21
Article 38

Article 44

Article 35, Article 37
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Article 17 Article 46 — —

Article 18 — Article 8 —

Article 19(1) - - -

Article 19(2) - Article 93 -

Article 20 Article 141 — —

Article 21 Article 16(2), Article 20(2) | — -

Article 21a, Article 21b Article 12(4), point (a) — —

Article 22 Article 57 — —

Article 22a Article 145(1), (2) — —

Article 23 — — —

Article 23a — — —

Article 24

3. Council Directive 68/193/EEC

Council Directive 68/193/EEC This Regulation Regjola (EU) Regulation (EU) No
No .../.... Office ...1... (Office of

of Publication,
please insert
number of
Regulation on
Official Controlg

Publication, please
insert number of
Regulation on
protective measures
against pests of

plantg

Article 1

Article 2(1)
Article 2(2)
Article 3(1)
Article 3(2)

Article 3(3), first subparagraph
points (a) and (b) and seco

subparagraph

Article 3(3), first subparagraph

point (c)

Article 3(3), third subparagraph

Article 3(4)
Article 3(5)
Article 4
Article 5(1)
Article 5(2)
Article 5(3)
Article 5a
Article 5b(1)
Article 5b(2)

Article 1
Article 3

Article 12(1), (2)

,Article
nd

12(1), )

,Article 12(4), point (a)

Article 4

Article 16(2)

Article 12(1), (2)
Article 40

Article 51

Article 14(1)

Article 15(1), Article 51
Article 56(2), point (a)
Article 60

Article 61
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Article 5b(3)
Article 5ba

Article 5¢
Article 5d(1), (2)
Article 5d(3)
Article 5e(1)
Article 5e(2), first sentence
Article 5e(2), second sentence
Article 5f
Article 59
Article 7
Article 8(1)
Article 8(2)
Article 9
Article 10(1)
Article 10(2)
Article 10(3)
Article 10(4)
Article 10(5)
Article 10(6)
Article 10a
Article 11(1)
Article 11(2)
Article 12
Article 12a
Article 13
Article 14
Article 14a
Article 15(1)
Article 15(2)
Article 16
Article 16a
Article 16b
Article 17
Article 17a
Article 18
Article 18a
Article18b
Article 19

Article 62

Article 4, Article 56(1),
point (b)

Article 4

Article 71, Article 74
Article 64(2)

Article 85(1)

Article 103(3)

Article 52

Article 53(1), point (h)
Article 86

Article 17(1)

Article 18(1), (2), (3), (4)
Article 18(5)

Article 18

Article 19(1), Article 22
Article 17(2), Article 29(2)
Article 21(4)

Article 21(1)

Article 45

Article 4

Article 4

Article 38

Article 35, Article 36
Article 42

Article 46

Article 44

Article 141

131

Article 8

Article 93
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Article 20

Article 145

4. Council Directive 98/56/EC

Council Directive 98/56/EC

This Regulation

Reguat(EU) No
...l.... (Office of
Publication, please
insert number of
Regulation on

Official Controlg

Regulation (EU) No
...I... (Office of
Publication, please
insert number of
Regulation on
protective measures
against pests of

plantg

Article 1(1) Article 1 - -
Article 1(2), (3) Article 2 - -
Article 2 Article 3 - —
Article 3 Article 6 - —
Article 4 Article 4 - —
Article 5(1) Article 16(2), Article 48(1) — —
Article 5(2) Article 64(1) — —
Article 5(3), (4) Article 16(2) — —
Article 5(5) —

Article 6 Article 5 — —
Article 7(1) Article 7 — —
Article 7(2) - - Article 9
Article 7(3) Article 8 - -
Article 7(4) - - -
Article 8(1) Article 17, Article 48(2) - -
Article 8(2), (3) Article 19(4), Article 49 - -
Article 8(4) — — —
Article 9(1) Article 50 — —
Article 9(2) Article 50(2), Article 64(4) — —
Article 9(3) — — —
Article 9(4) — — —
Article 10 Article 35, Article 37 — —

Article 11(1)
Article 11(2)
Article 11(3)
Article 11(4)
Article 12
Article 13
Article 14
Article 15
Article 16

Article 44
Article 43

Article 4
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Article 8
Article 64(1)
Article 93
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Article 17 Article 141
Article 18 Article 141
Article 19 —

Article 20 —

Article 21 Article 145

5. Council Directive 1999/105/EC

Council Directive 1999/105/EC

This Regulation

Reyjoin (EV)
No .../.... Office
of Publication,
please insert
number of
Regulation on
Official Controlg

Regulation (EU) No
...1... (Office of
Publication, please
insert number of
Regulation on
protective measures
against pests of

plantg

Article 1

Article 2

Article 3(1)

Article 3(2)

Article 3(3), first subparagraph
Article 3(3), second subparagraph
Article 3(4)

Article 4(1)

Article 4(2)

Article 4(3), point (a)

Article 4(3), point (b)

Article 4(4)

Article 4(5)

Article 5

Article 6(1)

Article 6(2)

Article 6(3), first subparagraph
Article 6(3), second subparagraph
Article 6(4)

Article 6(5)

Article 6(6)

Article 6(7)

Article 6(8)

Article 7

Article 8

Article 9

Article 105

Article 106

Article 119

Article 4

Article 105, Article 3(9)
Article 8(4)

Article 139

Article 114

Article 107(1), (2)
Article 107(3)
Article 109

Article 134

Article 108

Article 4

Article 115, point (b)
Article 117(5)
Article 118

Article 5

Article 2, point (a)

Article 134

Article 128

Article 110
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Article 10
Article 11
Article 12
Article 13(1)
Article 13(2)
Article 13(3)
Article 14(1), (2)
Article 14(3)
Article 14(4)
Article 14(5)
Article 14(6)
Article 14(7)
Article 15
Article 16(1)
Article 16(2)

Article 16(3), (4), (5)

Article 16(6)
Article 17(1)
Article 17(2)
Article 17(3)
Article 17(4)
Article 18
Article 19
Article 20
Article 21
Article 22
Article 23
Article 24
Article 25
Article 26
Article 27
Article 28
Article 29
Article 30
Article 31

Article 112
Article 113
Article 122
Article 123
Article 117(2)
Article 126
Article 124(1), (2)
Article 130
Article 131
Article 125
Article 124(3)
Article 4
Article 121

Article 4
Article 128

Article 128(1), point (b)

Article 129

Article 137, Article 138

Article 133
Article 4
Article 127

Article 141

Article 144
Article 145(1), (2)

134

Article 8
Article 100(1)
Article 106(2)
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6. Council Directive 2002/54/EC

EN

Council Directive 2002/54/EC This Regulation Regola Regulation (EU) No
(EU)No ...J.... | ... /... (Office of
(Office of Publication, please
Publication, insert number of
please insert Regulation on
number of protective measures
Regulation on against pests of
Official plantg

Controlg

Article 1, first subparagraph Article 1 -

Article 1, second subparagraph Article 46 -

Article 2(1) Article 3, Article 10 -

Article 2(2) Article 20(2) -

Article 2(3)(A) Article 20(2), Article 23 —

Article 2(3)(B) Article 20(2), Article 143 —

Article 2(4) Article 24 —

Article 3(1) Article 12(1), (2) —

Article 3(2) Article 20(2) —

Article 4 Article 12(1) —

Article 5, first subparagraph, pointArticle 37| —

(a)

Article 5, first subparagraph, pointArticle 39| —

(b)

Article 5, second subparagraph - -

Article 5, third subparagraph — Article 100

Article 6(1), first subparagraph, poi
(@)

Article 6(1), first subparagraph, poi
(b)

Article 6(1), second subparagraph
Article 6(2)

ntArticle 2, points (a) and (b
ntArticle 34(2)

Article 4
Article 34(6)

Article 6(3) - -
Article 7 Article 40 -
Article 8 Article 75(1) -
Article 9(1) Article 20(2), Article 24 -

Article 9(1a)
Article 9(1b)
Article 9(2)

Article 10(1)
Article 10(2)
Article 11(1)

Article 23(1)

Article 23(1), point (a)
Article 20(2)

Article 17(1)

Article 17(4)

Article 18

Article 11(2)

Article 18(4)
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Article 11(3)
Article 12(a)
Article 12(b)
Article 13
Article 14
Article 15
Article 16
Article 17
Article 18
Article 19
Article 20
Article 21
Article 22(1)
Article 22(2)
Article 22(3)
Article 23
Article 24
Article 25(1)
Article 25(2)
Article 26
Article 27
Article 28
Article 29
Article 30(1), point (a)
Article 30(1), point (b)
Article 30(1), point (c)
Article 30(2)
Article 30A
Article 31
Article 32
Article 33
Article 34
Article 35

EN

Article 18(5)

Article 19, Article 21
Article 18(5)

Article 18(5)

Article 18

Article 21(1)

Article 21(6)

Article 42

Article 4

Article 16(2)

Article 38(1)

Article 38(6)

Article 44(2), point (b)(iii)
Article 44

Article 37

Article 16(3)

Article 141

Article 4

Article 16(2)

Article 12(4), point (a)

Article 144
Article 145(1)

136

Article 8

Article 93
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7. Council Directive 2002/55/EC

Council Directive 2002/55/EC

This Regulation

Regjola (EU)
No .../.... Office
of Publication,
please insert
number of
Regulation on
Official Controlg

Regulation (EU) No
...I... (Office of
Publication, please
insert number of
Regulation on
protective measures
against pests of

plantg

Article 1, first subparagraph

Article 1, second subparagraph

Article 2(1), point (a)
Avrticle 2(1), point (b)
Avrticle 2(1), point (c)
Article 2(1), point (d)
Article 2(1), point (e)
Article 2(1), point (f)
Article 2(1), point (g)
Article 2(2)

Article 2(3)

Article 2(4)

Article 3(1)

Article 3(2)

Article 3(3)

Article 3(4)

Article 4(1)

Article 4(2), (3)
Article 4(4)

Article 5(1)

Article 5(2)

Article 5(3)

Article 6

Article 7(1)

Article 7(2)

Article 7(3)

Article 7(4), (5)
Article 8

Article 9(1)

Article 9(2), (3)
Article 9(4)

Article 9(5)

Article 1

Article 46

Article 3(5)

Article 11(2)

Article 10(7)

Article 10(8)

Article 10(9)

Article 18(5)

Article 11(3)

Article 53(1), point (i)
Article 20(2), Article 24(4)
Article 14(1)

Article 51

Article 52

Article 14(1)

Article 56(2), point (a)
Article 4

Article 57

Article 60

Article 61

Article 62

Article 14(1)

Article 71

Article 74

Article 75

Article 4

Article 66, Article 67
Article 51, Article 86
Article 64

Article 102(1)

Article 53(1), point (h)
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Article 9(6)
Article 10(1), (2), (3), (4)
Article 10(5)
Article 11
Article 12(1)
Article 12(2)
Article 12(3)
Article 13(1)
Article 13(2)
Article 13(3)
Article 13(4)
Article 14(1), (2)
Article 15(1)
Article 15(2)
Article 15(3)
Article 16(1)
Article

Article 17

Article 18

Article 19

Article 20(1), (2), (3)
Article 20(4)

Article 21

Article 22(a)

Article 22(b)

Article 23(1), point (a)
Article 23(1), point (b)
Article 23(2)

Article 23(3)

Article 24

Article 25(1)

Article 25(1a)
Article 25(1b)
Article 25(2)

Article 26(1)

Article 26(2)

Article 26(3)

Article 27

Article 28(1)

16(2)

Article 64(1)
Article 103
Article 76(3), (4)
Article 86
Article 82
Article 83
Article 84(4)
Article 85(1)
Article 81
Article 85(1)
Article 85(1)
Article 85(2)
Article 4

Article 4, Article 56(1),
point (c)

Article 52, Article 53
Article 41

Article 12

Article 20(2)

Article 2

Article 37

Article 39

Article 2

Article 34(1)

Article 34(6)

Article 40

Article 16(2), Article 20(2)
Article 23(1)

Article 23(1), point (a)
Article 20(2)

Article 17(1)

Article 18(5)

Article 32(1)

Article 18

Article 19(1), Article 21
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Article 28(2)
Article 28(3)
Article 28(4)
Article 29
Article 30
Article 31
Article 32
Article 33
Article 34(1)
Article 34(2)
Article 35
Article 36(1)
Article 36(2)
Article 36(3)
Article 37
Article 38
Article 39
Article 40
Article 41
Article 42
Article 43
Article 44
Article 45
Article 46
Article 47
Article 48
Article 48(1)(b)
Article 49
Article 50
Article 51
Article 52
Article 53
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Article 18(5)

Article 19(4)

Article 18(5)

Article 21(5)

Article 21(1)

Article 21(6)

Article 42

Article 4

Article 12(1), (2)

Article 20(2), Article 21(1)

Article 19(1), (2)
Article 44

Article 35, Article 37
Article 30

Article 20(2), Article 28
Article 31

Article 14(4), Article 56
Article 16(2), Article 20(2)
Article 141

Article 4

Article 32, Article 33
Article 12(4), point (a)

Article 144
Article 145(1), (2)
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Article 8
Article 93

EN



8. Council Directive 2002/56/EC

Council Directive 2002/56/EC

This Regulation

Regola (EU)
No .../.... (Office
of Publication,
please insert
number of
Regulation on
Official Controlg

Regulation (EU) No
...l... (Office of
Publication, please
insert number of
Regulation on

protective measures

against pests of
plantg

Article 1, first subparagraph
Article 1, second subparagraph
Article 2

Article 3(1), first sentence
Article 3(1), second sentence
Article 3(1), third sentence
Article 3(2), (3), (4)

Article 4

Article 5

Article 6(1), first subparagraph
Article 6(1), second subparagraph
Article 6(2)

Article 6(3)

Article 7

Article 8

Article 9

Article 10(1)

Article 10(2)

Article 10(3)

Article 11(1)

Article 11(2)

Article 12(1)

Article 12(2)

Article 12(3)

Article 13(1)

Article 13(2)

Article 14

Article 15

Article 16

Article 17(1)

Article 17(2), first sentence

Article 17(2), second sentence
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Article 1
Article 46
Article 3

Article 12(1), Article 16(2)

Article 16(2)
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