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EXECUTIVE SUMMARY

BACKGROUND AND METHODOLOGY

The aim of the evaluatioaf the Communityacquison the marketing of seed and plant propagating
material (S&PM), is to establish objectively howeetively and efficiently the legislation has mts i
original objectives and_to identify its strengths and areas for inaprmoentand its robustness with
regard to potential new challenges affecting theddf It also aims to analyse the coherence of the
intervention with other related interventiorad with the OECD and other international stadgsias
well as to assess the relevance and the utilithefntervention.

As the evaluation is placed in the general corméxe Better Regulation initiativef the Community,

it should endeavour to identify the current andsgae future problems and needs. It should suggest
possible objectives that the Community should peiisuorder to respond to the identified problems
and needs, as well as realistic options to achiex@roposed objectives.

In doing so,_it has considered the social, enviremial and economic impacts of each of those
options,as well as their feasibility, stakeholders” leeEkupport and their strengths and weaknesses.
The concepts of simplification and reduction of &ulstrative burderon the public authorities and the
private sector stakeholders should be behind thlysis of the relevant options.

This evaluation has been prepared between Decexib@rand August 2008 by a team from the Food
Chain Evaluation Consortium (FCEC) headed by Amddternational. It has been conducted under
the direction of a DG SANCO Steering Group consisbf representatives from various Commission
services and Member States (MS).

To address the wide range of issues set out im#nms of References (ToR), the FCEC team has
conducted a substantial stakeholders’ consultatictuding a large qualitative survey (280 return
guestionnaires), a cost survey (38 return questioes) and a series of 55 interviews. One of the ke
challenges of the evaluation has been for the atialu team to understand the immense range of
complex technical, administrative and policy isswdsich are subsumed under the Community
legislation heading.

From the start of the process, the motivation efdhtors has been extremely highparticipating to
this evaluation as illustrated by the very higluretrate for the two questionnaires.

KEY FINDINGS FROM THE ANALYSIS OF PAST/CURRENT PERRRMANCE OF THE S&PM
COMMUNITY LEGISLATION

Original needs and achievements

The Community legislation on S&PM, that dates beckhe 60s, is based on two main pillars, i.e. the
variety/material registratiomnd the_certification of S&PM lotslt consists of 12 basic Council
Directivesand is structured into one horizontal Directivetba Common Catalogue of varieties of
agricultural plant species and 11 vertical Marlgtidirectives, among which 6 Seed Directives (for
fodder plant seed, cereal seed, beet seed, seatbgmtseed of oil and fibre plants and vegetable
seed), 4 Plant Propagating Material Directivesdvyanopagating material, fruit propagating material,
vegetable other than seed and ornamental plands) &orest Reproductive Material Directive.

Among the 12 original Directives, 9 have been updiand amended frequently but not substantially
The core principles have not changed and the ietgion logic has not been amendéd the
framework of the SLIM exercice, two Directives (amental plants in 1998 and forest reproductive
material in 1999) have been totally redrafted. Dhective on vine has been recasted for improved
clarity and transparency in 2001.
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The objectives at the time when the S&PM Commulaigyslation was first developed was_to improve
the productivity of agriculturéo secure food security in the EU,_to improve ¢bmpetitiveness of the
related sectorand to_contribute to the harmonisation of thedkgion at Community levdeading to
more open markets.

Most of the stakeholders consider that the S&PM @amty legislation has been effectiva
achieving these objectives and that free-markedin§&PM is observed in the EU. For them, this
Community legislation is remaining useful

Implementation of the Community legislation hasuggejunigue profilen the agro-business and even
wider, in the life science area. Whereas for thegisteation of plant protection products,
pharmaceutical products, fertilisers, machineris itp to the applicant to present the data package
evaluation by the authorities, in the S&PM sectine data are being produced by the official
authorities. Stakeholders that have been interdeave attached to that approach and considertteat t
role of the official authorities (at EU or natiorlavel) is crucial in guaranteeing the equal actessl
EU players (including SMES) on the S&PM internalrked

As regards the Community provisions for registmatiooth VCU (Value for Cultivation and Use) and
DUS (Distinctness, Uniformity, Stability) are laigeconsidered as essential and robust tools for
conventional agricultureVCU trials permit to evaluate the agronomic perfances of the varieties
and to prohibit marketing of non sufficiently parfung ones while DUS establishes the identity of
the products to allow seed certification and seadit control.

Community VCU provisions exist only for agricultiicaops speciegshough some VCU requirements
for cultivation (adaptation to some conditions, &a@bur against particular diseases, etc.) and use
(characterisics providing information for procegsiretc.) are included in DUS protocols for
vegetables. Also, vegetable sectors have establigiger own efficient systemsvhere new varieties
are assessed in close cooperation with users. Mere@ reference to the evaluation of the
pomological value appears in the new fruit planie@ive The qualitative survey has shown that,
overall, stakeholders do not wish to see a chamgfjeese successful and well-established systems.

The Common Catalogues on agricultural and vegetsd®e specieare perceived as a powerful tool

by the private operators (and the SMEs in partigutafacilitate the marketing of S&PM; i.e. once a
variety is listed on a national catalogue, it $dd on the Common Catalogue and becomes marketable
in the entire Community. However, for crop sectafithout a Common Catalogue, no significant
internal market issues have been reported.

As regards the Community provisions for certifioatiit is generally agreed that they have established
rules and operating practices that have helpeddhgentional European seed industry to become a
world market leader, producing S&PM of high quakiyd health Statutory certification leads to an
increased confidence of farmers/buyers in the tuadnen buying S&PM.

Users have also highlighted the important rolehefcertification provisions as a possible policyele
for the EU that could be used to enforce other legislatag.(GMOS).

A large majority of survey respondents consideet the standards used for certification are fully
relevant with the exception of the fruit plants standase newly adopted fruit plants Directive aims
to overcome the identified deficiencies.

Overall, EU rules are aligned with internationarstards and guidelines (OE¥;vith the exception
of the EU rules for seed potatoes which have lggsgent tolerances for certification than the UN-
ECE standards.

The survey results indicate that majority of staltdbrs consider the comparative trias fully
appropriate for ensuring the harmonisation of iefipa practicesCurrently, such comparative tests
and trials are no more carried out by DG SANCGQeidministrative reasons.

Overall, the costtinked to the implementation of the Community ation are generally considered
as_reasonable and proportionateparticular as regards the certification costs.
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As the S&PM currently produced in the EU are ofhhégality, reduction of the cost of certificatian i
gaining in importancelndeed, as far as the Community legislation pexmtj some MS have taken
initiatives to make the process more efficient aeduce accordingly the costs and administrative
burden For instance, several MS like FR and the UK haeé up certification ‘under official
supervision’ The Netherlands and DK have merged the certiboaand phytosanitary inspection
bodies on a crop by crop approach.

A Working Group, limited to a few MS' experts andn@mission representatives, was created in 2006
to analyse the possible extension of the role anites of the Community Plant Variety Office
(CPVO), which today, according to the current EU ledisla has an unique responsibility on Plant
Variety Rights Up to now, the discussion of the WG have resuitbet) a proposal for a centralised
checking of variety denomination using the curr@mVO databaséor the purposes of National
listing, Community listing, National PVYR and ComniynPVR as well as 2) five options for a
possible role of CPVO in managing the Common Cgtads and in National listings. Among those 5
options, the WG was clearly in favour of the appioane key — several doors.e. the adoption and
the auditing by the CPVO of quality requirements f@US testing not only as concerns the
Community PVR system but also or possibly in respéaational PVR and listing systems. However,
no common position was reached within the membérshe WG as concerns a managing or
organisational role of the CPVO in respect of D@Stihg to be performed for national listing and
national PVR granting purposes. They consider shah roles might be a long term effect after the
implementation of th&ne key — several doorglpproach.

Remaining problems or inconsistencies and emergenoénew needs

The environment in which the Community legislataperates has completely changed in less than 30
years. The S&PM sector acts in an ever-increasiternational context in constant evolutiavhere
globalisation, the development of plant biotechggland new consumer demands e.g. organic food
play an important role. A competitive S&PM sectoith many players, mainly medium and small
companies, has establishiadmost of crop sectors that are in constant gimitand that have created
large segmentations between the crops and theirsdetading to complexity

Despite the very good achievements of the S&PM Conity legislation, the examination of the 12
Directives, as well as the interviews have pointet the_complexity of such legislatiowhich is a
mix of legislative and technical provisions, as ad its lack of flexibilityto quickly adapt to a
changing market environment.

The current governanas the Community legislation, mainly using thetmsnent of Directives that
need to be transposed into national legislationumber of technical elements that can be amended
only at Council level and the discussion of botthtecal and legal issues during the meetings of the
three Standing Committees on S&PM, are an addiotpifahat makes any decision difficult to be
approved and time consuming.

Overall, the current complexity of the Communitgitdation reflects the complexity of the S&PM
sectorswhich will remain in the future or even intensify

Furthermore, the non-harmonised implementationoofies Community provisions, the existence of
additional national implementing measures, the mamonised framework for costs and
responsibility sharing as well as the lack of orged circuits for the exchange of information betwe
the MS have led to the absence of a level-playigld.f

For example, as VCU provisions are not defineddtaillin the Community legislation, there are as
many official systems as MS as regards the assesssh&CU of a variety. The provision that any
variety may be freely marketed in the entire Comityuif it is registered in a national catalogue and
consequently transferred into a Common Catalogeates a system &7 VCU keys — one doorAs
such, a breeder may register his variety on thematcatalogue of a MS ‘X’ to get the right, thghu
the Common Catalogue, to access the market of a¥MShis situation asks the question about the
relevance of the EU VCU provisions in particulatagarerequisite for the admission of a varietyhi t
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Common Catalogue. It has also put the nationaktegion systems in competition to maintain their
activity.

Additionally, the relevance of the indicators ofeetiveness of VCU may be guestionas several
crop sectors where VCU is not compulsory and asrsé&” countries with no regulatory tests are
considered as competitive as the regulated VCU segfors.

The implementation of the DUS provisions has aégbtb_differences between the MS regards the
size of the reference collection, the testing prok® or the data analysis, as illustrated by tlfferdint
characteristics of the national schemes for the D&ksing of Winter Oil Seed Rape reaching the
extent that it is influencing the choice of a M$ fegistration of varieties.

Stakeholders active in crops of minor importandeh& and emerging markets consider that the
current variety registration and certification so$or the testing of seeds of niche varietieg.
landraces, populations or organic varieties, aceexpensive and not proportionate to their market
size

Associations of users and suppliers insist onnéed to improve the contents, the accessibility, th
use and the management of the Common Catalaguegricultural and vegetable species; by adding
information on origins or defined parameters oéiast to the users; organising the data bettegirae
database format allowing for search facilities @king it accessible to all authorised parties fia t
internet. Furthermore, removing the obligation tdlgsh any national newly registered variety in the
Official Journal of the European Communitesuld reduce the laps of time for its inclusiontie
Common Calatogues and make it marketable EU-wid®as as the MS notifies it.

Survey results indicate that productivity is il important driver but that other drivers have gyad
and in particular the sufficient quality of S&PMhet plant health, sustainability aspects of agniralt
production, the information to the users (in patic as regards forest reproductive material whigh
a long-term return on investment), the food sadety the diversity of the varieties.

As regards ‘food safety’, the example in the EUidigion on contaminants in foo@Commission
Regulation EC No 401/2006) where maximum levelsmyicotoxins in food are being regulated
demonstrates the value to consider plant breedingna tool of the public health strategy and the
potential for integrating such kind of criteria fibre registration of varieties. More largely, theEC
considers that it would be valuable to extend statsideration to the analysis of the need to usd se
legislation (plant breeding) as a component of featety, public health strategy and environmental

protection

lllegal imports and usages of S&PM, although nadrdified, are perceived as an actual threat to the
S&PM sectors which could be due at least in pad twn sufficiently precise and clear definition of
‘marketing’.

The majority of stakeholders consulted ask for ¢lseablishment of a minimum threshold for the
adventitious presence of genetically modified oigiasin non GM seed to solve the problem of the
zero tolerance that is set by the current leghati

The establishment of a true internal market foattd seed has also been presented as a key
requirement A new proposal for a regulation on plant protaetproducts to be adopted in 2009 is
addressing this issue and should guarantee theifcegation of treated seed.

Finally, agriculture has to adapt to new consungnahds e.g. organic food and to the integration of
agriculture in the food chain. The Community legiigin shouldconsider and respond to these
evolutions in a flexible or pro-active manner irder to_secure the development of these emerging
markets
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SCENARIOS FOR THE FUTURE

Three scenarios have been examined: Scenario atusSuo’ scenario, Scenario 2: ‘Suppress’
scenario and Scenario 3: ‘Modify’ scenario.

In the ‘Status quo’ scenaridhe structure and provisions of the Communityiskiegion will be
maintained as they currently stand. The ‘Status sgenario assumes the continuation without change
of the current arrangements. The difficulties sumsea above persist.

Despite the fact that the S&PM Community legislatitas achieved good performances, the ‘Status
quo’ scenario is not advisable because it is nbhawith the Better Regulation initiativend because
the majority of stakeholders have expressed th&hwo see the S&PM legislation maintained at
Community level but to adapt is illustrated by a series of initiatives alretaken to that end at EU

or MS level(the Commission Working Group on the possible msiten of the role of the CPVO, the
DEFRA consultation (UK) on possibilities for BettBegulation, the promotion of the certification
‘under official supervision’ in several MS, theagration of plant health and seed inspection sesvic
in some MS, etc.).

In the ‘Suppress’ scenarithe current Community provisions for the regitra and marketing of
S&PM are suppressed. It is then up to the MS tadedt they maintain the implementing regulations
developed at national level for national listinglaertification or if this is left to self-regulati by the
markets. Survey results have clearly indicated tiiatarge majority of stakeholders does not suppor
the ‘Suppress’ scenario. The removal of the Comtguagislation would lead to different regulatory
approaches at MS level with the possibility to #tem the principle of the internal market and iegd

to a lack of transparency of EU market. Under satdfulation, industry would further compete in term
of product guality, price and consumer choice vathisk of reduction of product quality inducing a
reduction of users acceptance and confidence inNbg#@ducts.

The results from the stakeholders’ consultationpsupthe ‘Modify’ scenarioIn terms of strategic
focus, the evaluation has highlighted the needdweatriorward a policy which is more focused on crop
sectors specificities and by taking into accouert $bgmentation of food and other markets. This can
be achieved via a simplification of the current @aunity legislation with the additional objectivet o
introducing adaptability within the regulatory framork in order to address the specific needs of the
different sectors in a fast changing environmeutt taradjust costs to the size of the targeted nisrke

For the reasons as outlined above, the 'Modifyiage is the preferred one

POSSIBLE OBJECTIVES OF THE ‘MODIFY’ SCENARIO AND ARONS TO ACHIEVE
THEM

Objective: simplify the current Community legislation
Two options are examined to review and simplify @mmmunity legislation:

e The first option consists in revising the legistatitext of each Directive in order to remove the
inconsistencies, discrepancies and gapel to_clarifykey definition meaning (e.g. marketing,
industrial use, etc.) and by this, to increaseatglability, consistency and understandability. The
FCEC considers that this option is mainly shonremnd easy to implement. It would be applied
in priority to old Directives. It will facilitatette operational management and the implementation
of the Community legislation without changing itgervention logic and without inducing lot of
flexibility. FCEC team considers that this approasiof value short-term but will not facilitate
long term flexibility of the legislation.

+ The second option, which includes the main taskm@fious option replaces the current structure
of the Community legislation with a structure disflishing between the pillars ‘Reqistration” and
‘Marketing’ and splitting the technical aspectsnfrthe more horizontal legal provisions.

According to such structure, a first piece of honital framework legislation (called ‘Registration’)
would set the general standards for registratiosesfd varieties and plant propagating material
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based on adapted VCU requirements, identificatiorageties based on DUS as well as on variety
denomination and on the Common Catalogue. Its pramvs should be consistent with the

Community system on Plant variety protection. THEEE believes that it is important that

harmonised rules are defined and therefore is re@mding a regulation as legal instrument.

The second part would present the legal requiresrfentMarketing’ S&PM and should comprise
the general provisions with regard to certificatidts provisions should be consistent with
internationally recognised certification schemes. tlis horizontal legislation will be attached
individual technical annexes per species or grafpecies and its usage e.g. in the case of beet
species one for sugar beet and another one foefdmkbt where minimum standards for marketing
should be defined. This segmentation per usaga fiiven species should be implemented, only,
when the segmentation is non-disputable and whenvaniety cannot move from one usage to
another, or when a variety cannot be marketed fhff@érent usages.

Such proposal consists in a revision of the intetiee logic of the S&PM Community legislation
FCEC considers that it is partly easy and a longrteption, which requires further consultation
and discussion.

Whenever possible, the separation between the &ghthe technical provisions would be further
supported with a separation between the legal lamdetchnical discussions. The FCEC considers
that this option is short term and partly easyniplement.

In both approaches, special attention should bd fmaireviewing some key basic elements of the
Community legislation such as definitions, usageeia, list of species/crops to be covered by the
legislation or not, principles of ‘industrial usad ‘not for forestry purposes’.

Objective: introduce flexibility within the regulat ory framework
To introduce more flexibility in the regulatory freework, possible options are:

« To make the_official rules for uniformity of a vaty more flexible, in order to allow the
registration of non uniform varieties e.g. conséoravarieties at costs proportionate to the niche
markets they target. In such a case, it would heomant to also develop a traceability system
with indication of the origin of the marketed vayieof the varieties used for its breeding as well
as the specific breeding methods used and to infoenuser accordingly;

« To make VCU rules evolve to adapt to any type oifcadiure (i.e. varieties developed for specific
uses) and to test varieties created by new techmdo The stakeholders’consultation has
highlighted their fear of modifying the current Bpean VCU provisions. The FCEC considers
that an impact assessment on the effects at nhleve of any change in the European VCU
provisions would be appropriate. Cautious analgsisld also be made of the case of Canada,
where authorities and breeders have consideredwing their VCU system with a more fexible
system on a crop by crop basis;

* To adapt the requirements for the marketing of s¢ediefined categories i.e. several categories
per species as done for the forest reproductivemaatand the propagating material. The FCEC
considers this option as difficult to implement dodg-term, especially in a context where it is
important to stay in line with international stardta

Objective: Reduce the differences between MS as ragls the implementation of the Community
legislation and contribute thereby to the creatiorof a level-playing field.

Possible options to support this objective are:

* To promote the coordination of VCU testjnipe extension of bilaterar the establishment of
multilateral agreements for DU®sting. In the opinion of the FCEC, this opti@nniot easy to
implement and mid-term;
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To restart the comparative tests and treatsl make them more relevant by ensuring that more
formal follow-up through the decision making prog@esd monitoring is applied;

To audit the implementation of the Community legfi§ln on a regular basis, in particular as
regards the provisions for certification and DUBeTFCEC considers that this option is mid-term
and is not an easy task as technical dedicatedteseis required;

As regards seed potatoes, to further align the l&swith the international standard of the UN-
ECE.

Objective: Promote costs reduction approaches andiroduce flexibility in the operating system.

Possible approaches for cost reduction and inateftesdbility are:

To promote the_integration of plant health and ifteation inspection schemeBy possibly
integrating plant health and S&PM Community ledisia. The FCEC considers that this option is
partly easy to implement and short-term;

To promote the implementation of the certificatlander official supervision In the opinion of
the FCEC, this option is easy to implement and taids;

To extend the certification ‘under official supesiain’ to pre-basic and basic crops and to explore
other areas where it could be extendeatr the FCEC, this option is partly easy and stevm;

To support the morphological analysis of the vgrith molecular toolsthat could be used
independently from the growing season, and iniqdar DNA markers. This option is partly
easy and mid term. As indicated by some stakehmldkee use of such new technologies could
lead to very stringent contraints and be potentiabre discriminating than ‘morphology’ so that
the FCEC considers that additional analysis (intldefeasibility and cost/benefit analysis
according to crops) is required for appropriateisien-making. Molecular tools are already used
to discriminate between GM events and are alrdadpadly used by most of breeders (e.g.
Marker Assisted Selection).

Objective: Secure long-term consistency with the ber EU policies, and especially on GMOs,
Plant Protection Products, Plant Health, Human Heah/Food Safety

Possible options to implement this recommendatien a

To integrate the plant health and seed certificatamislation In the opinion of the FCEC, this
option is not easy to implement and mid-term;

To explicity mention in _the certification provisien the control of GM varieties and the
adventitious GM presence in non-GM se@&tle FCEC considers that this option is quite éasy
implement and short-term;

To implement in the S&PM Community legislation pisigns leading to risk reduction of
contaminant in foodThe FCEC considers that this option is partlyydasimplement and mid
term;

To identify additional links between the S&PM Conmmity legislation and the Food lawor the
FCEC, this option is difficult to implement and tpterm;

In addition to these, attention should be paidaesistency with the Common Agricultural Policy
including its Rural Development policy, and the Eommental Policy (e.g. biodiversity, climate
change). In the opinion of the FCEC, this optiopasy to implement and short term.
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Objective: Finalise the current discussion on thex¢ension of the role of the CPVO and further
identify additional synergies with the CPVO expertse leading to significant benefits to the
S&PM sectors.

As explained above, the main options currentlyused within the framework of the CPVO Working

Group concern the checking of the variety denoronaby the CPVO based on their centralised
database as well as the adoption and auditing alftguequirements for DUS testing by the CPVO.

Any madification of the role of the CPVO will nedpislative change to implement. Whereas the first
one seems relatively easy to implement in the deom, the second one still need to be further
discussed and examined.

Extension of discussions to other possibilitiesld@dd more value to the approach, like the ppieci
‘one key — several doordly which the same and unique DUS testing wouldniygg@emented for
listing and for Plant Variety Right.

Objective: Reinforce provisions dedicated to informusers

Such objective could be achieved by reviewing tben@unity provisions related to:

e Suppliers' documents in the forestry area, whiahetuly suffer from a lack of harmonisation;
« Small packages, which are perceived as not enoefjied;

« Information contained in the common catalogues.
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1.INTRODUCTION

In the framework of the Commission’s Better Regolainitiative, and following the initiative of the
British EU Presidency, DG SANCO assessed that i w&ppropriate to undertake an external
evaluation of the Community legislation on the neditkg of seed and plant propagating material
(S&PM).

The Food Chain Evaluation Consortium (FCEC) wasgtesed for this evaluation, in the context of
the framework contract for evaluation and evaluatelated services — Lot 3: Food Chain.

The evaluation is based on DG SANCO Terms of Rafer¢ToR) of the 7 of July 2007, which are
provided in Annex 1.

It took place from December 2007 to August 2008 hasd consisted in three phases: the inception
phaseaiming at refining the evaluation methodology, ihierim phaseaiming at collecting data and
discussing the progress of work and preliminaryltesvith DG SANCO and the steering group and
the final phasaiming at analysing the data, developing the aogtior the future, and reporting to the
Commission.

The FCEC consortium has worked in co-operation witkteering group designated by DG SANCO
and made of representatives from the Member SiaesDK, FR, HU, NL, and the UK) and
Commission DGs (i.e. DG AGRI, DG ENTR, DG ENV, DRADE and DG SANCO). The main
role of this steering group has been to facilitatd support the evaluation process in order torensu
that the final report is a high quality documeripding usable input to the decision making process
Individual members of the steering group contridutieeir skills and knowledge of the area under
evaluation or of the evaluation process itself.

2. OBJECTIVES OF THE EVALUATION

The Commission’s Better Regulation initiative oh@W2002 aims at ensuring that Better Regulation is
pursued in the daily legislative work of the Comityrbut also calls for attention to the stock of
Community legislation, which sometimes dates bamkesal decades. Since the foundation of the
European Communities, this body of existing legistahas never been subject to a comprehensive
review of its organisation, presentation and prapoality. This initiative includes among othernps

the simplification of legislatiomand the reduction of the administrative burderthe public authorities
and the private sector.

The evaluation of the S&PM legislation and its iempkentation in the Community is expected to:
« Establish objectively how effectively and efficignthe legislation has met its original objectives;

 Identify its strengths and areas for improvemeik i robustness with regard to new and potential
future challenges affecting this field,;

* Analyse the coherence of the intervention with ptieéated interventions, and with the OECD and
other international standards;

« Assess the relevance and the utility of the intetioa.

In doing so, this evaluation has both a techracel a strategicomponent.

The results will be used as input for drafting empact Assessment with the view to possibly review
the S&PM legislation.
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The evaluation’s primary aim is to:
* Identify the current problems and needs;

* Suggest possible objectives that the Community Ishmursue in order to respond to the identified
problems and current and expected future needs;

« Identify different realistic options to achieve th@posed objectives;

« Analyse the main social, environmental and econéomjacts of each of those options, as well as
their feasibility, stakeholders’ level of supponideatheir strengths and weaknesses.

3. SCOPE OF THE EVALUATION

According to the ToR, the evaluation addresses lthebasic Council Directives of the S&PM
legislation (operational scope), as transposed and implemdntetthe MS since the origin of the
various Community texts (temporal scope). It covdre EU market (geographical scope). The
evaluation has a forward looking component (temipgzape), in the sense that it examines options to
ensure that the legislation supports a harmoniodbkdr development of agriculture, horticulture and
forestry, and its supply sector, and make recomiaugoms accordingly.

The 12 Directives are as follows:

e Council Directive 66/401/EEC of 14 June 1966 onrtiegketing of fodder plant seed;

e Council Directive 66/402/EEC of 14 June 1966 onrttegketing of cereal seed;

» Council Directive 2002/53/EC of 13 June 2002 onGloenmon Catalogue of varieties of
agricultural plant species;

e Council Directive 2002/54/EC of 13 June 2002 onrtlagketing of beet seed;

» Council Directive 2002/55/EC of 13 June 2002 onrtiagketing of vegetable seed;

» Council Directive 2002/56/EC of 13 June 2002 onrtiagketing of seed potatoes;

» Council Directive 2002/57/EC of 13 June 2002 onrtiagketing of seed of oil and fibre plants;

» Council Directive 68/193/EEC of 9 April 1968 on thmarketing of material for the vegetative
propagation of the vine;

e Council Directive 92/33/EEC of 28 April 1992 on timarketing of vegetable propagating and
planting material, other than seed;

e Council Directive 92/34/EEC of 28 April 1992 on timarketing of fruit plant propagating
material and fruit plants intended for fruit protiog;

» Council Directive 1998/56/EC of 20 July 1998 on tharketing of propagating material of
ornamental plants;

e Council Directive 1999/105/EC of 22 December 1989he marketing of forest reproductive
material.

For the purpose of data collection and analysisanduggested by DG SANCO officials, the FCEC
team has grouped those 12 basic Council Direcintes3 groups as follows:

» The group ‘Seed’ (Sgathers the crops/species regulated under Coun@ttives 66/401/EEC
(FP-fodder plant seed), 66/402/EEC (C-cereal s@8f)2/53/EC (Common Catalogue of varieties
of agricultural plant species), 2002/54/EC (B-bsekd), 2002/55/EC (VG-vegetable seed),
2002/56/EC (P-seed potatoes), 2002/57/EC (OF-seeitland fibre plants);

* The group ‘Propagating Materia(PM) includes the crops/species regulated under Council
Directives 68/193/EEC (VI-material for vegetative@pagation of the vine), 92/33/EEC (vegetable
propagating and planting material other than se@2¥34/EEC (fruit plant propagating material
and fruit plants intended for fruit production) 98/EC (ornamental plants);

* The group ‘Forestry Material’ (FRMyvhich refers to Council Directive 1999/105/EC ore th
marketing of forest reproductive material.
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The evaluation also addresses the specific neetteeaharketing of conservation varieti¢ise issue
of the coherence between the seed marketing l&grsland the other interventions of DG SANCO
such as the phytosanitary aspects, and look ietanbact of the cultivation of GM seed crops

It does not cover the scope of Community PlantetarRights (Council Regulation (EC) No 2100/94)
but it takes into account the links that exist lesw the S&PM legislation and the Plant Variety
Rights.

Clear statements of several stakeholders have bemie during the evaluation guestioning the
relevance of the evaluation due to the fact the 'BM&jislation is only indirectly covered in the
exercise.

4. METHODOLOGY
4.1. OVERALL METHODOLOGICAL APPROACH

Our overall approach has combined a range of etialudools including: documentary review,
preliminary survey, qualitative survey, costs synieterviews, and in-depth studies.

The preliminary survehas aimed at identifying the key national stakdérd in the area of marketing
of S&PM.

The primary objective of the qualitative and casisveyshas been to get an overall picture of the past
/current performances or costs of the EU S&PM lagan and of the preferred options for the future.

During the_interviewsthe objective has been to collect and challehgepbints of view of national
institutions and stakeholders on the advantagesfditages, feasibility as well as positive and
negative effects of the options for the future. Titterviews have also been the opportunity to frrth
discuss theléssons from the pasgstemming from the analysis of the results of thalitative survey.

The in-depth studiethiave focused on specific or complex issues ragpidedicated evaluation
resources.

4.2. SURVEYS OF STAKEHOLDERS

4.2.1. Preliminary survey

A preliminary questionnaire was sent on December2R07 to all delegates (EU 27) of the Standing
Committees (SCPS, SCFP, and SCFOP) with the obgetdiidentify the key national stakeholders in
the area of the marketing of seed, plant propagatmaterial and forestry material, i.e. the key
representatives of the policy making authoritiesiety/material registration authorities; certitioa
authorities; professional associations of usersS&PM (including organic farming); professional
associations of suppliers of S&PM (breeders andtiptigrs) and other stakeholders (for example
NGO'’s, Institutes, etc.).

Breeders, multipliers and users of S&PM have nanbeargeted individually but through their
professional associations at national and Europeaels (ESA, CIOPORA, EFNA and COPA-
COGECA).

4.2.2. Qualitative survey

A qualitative questionnaire has been sent eleatatlyito all stakeholders that have been identibgd
the Member States in the preliminary questionnagrevell as to additional stakeholders identified by
FCEC.

All stakeholders have received the same and urggestionnaire. One filled in questionnaire might
concern one group of crops only, i.e. seed, prapaganaterial or forestry material. Stakeholders
wishing to answer for several groups were spedificasked to use as many questionnaires as
required. A copy of the qualitative questionnag@iovided in Annex 2.
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That questionnaire was available in Word format antine on the DG SANCO website with the
objective to have an open and transparent delmataying all potentially interested stakeholders.

The survey questionnaire was disseminated on thei® 18' of February 2008 via targeted emailing
to 629 addresses. The deadline for sending backtiqneaires was the T1of April 2008. Some
stakeholders specifically asked for extra-timehst the ultimate deadline had been fixed at tHed30
April 2008.

280 return questionnaires had been received. Oflgukstionnaires were filled in online whereas
most of responses (266) have been provided usenguéstionnaire in Word format.

Among them, 244 responses have been retained faratalysis. They represent all the received
gquestionnaires minus the 36 bias questionnairédlaws:

e 21 questionnaires filled in by individual companiés mentioned above, individual companies
have only been considered through the associatepresenting them at national and or European
level. Those questionnaires have not been considereghe statistical analysis;

« 15 similar questionnaires, which are copies atomdli level of one questionnaire filled in at
national level. The questionnaire filled in at patl level has been retained. The 15 other ones
have not been considered for the statistical arsalys

The profile of retained respondents is as follows:

Table 1 - Profile of respondents retained for the @malysis of the replies to the qualitative survey

Nb of return questionnaires Type of organisatior
Nb of Nb of . : P At Association 0
Country Feat Policy Variety Certification | Association ?‘L 5
Total |% total Seed PM Forestry | people | organisations making | registration users of S&P suggll;h;ls of | Others
AT 9 3,7% 6 2 1 8 6 3 3 4 1 1
BE 18 7,4% 12 3 3 15 10 5 9 7 2 3 1
BG 3 1,2% 1 1 1 2 2 1 2 3
cY 4 1,6% 3 1 4 4 1 1 1 1 2 1
cz 8 3,3% 5 2 1 5 5 3 3 4 1 3
DE 12 4,9% 8 3 1 8 8 1 1 1 3 7
DK 8 3,3% 6 1 1 8 6 4 4 2 4
EE 3 1,2% 2 1 3 3 2 2
ES 8 3,3% 5 3 4 4 2 2 2 4 6
FI 5 2,0% 4 1 5 5 1 2 1 1 1
FR 42 17,2% 32 7 3 39 35 8 9 5 10 18 5
GR 5 2,0% 3 1 1 4 2 3 3 2
HU 10 4,1% 6 3 1 7 4 3 2 4 1 2
IE 2 0,8% 1 1 2 1 2 1 2
T 7 2,9% 7 6 6 1 2 4
LT 3 1,2% 2 1 3 3 2 1
LU 1 0,4% 1 1 1 1 1 1
LV 3 1,2% 2 1 3 3 1 1 1 1
MT 2 0,8% 1 1 1 1 2 2 2
NL 22 9,0% 10 10 2 17 11 2 6 5 2 10 1
NW 1 0,4% 1 1 1 1
PL 9 3,7% 5 4 5 5 2 2 2 3
PT 4 1,6% 2 1 1 4 3 3 2 3 T
RO 3 1,2% 2 1 3 2 1 2 1
SE 13 5,3% 7 3 3 10 10 3 2 3 2 4 2
S| 5 2,0% 2 2 1 5 3 2 3 3
SK 5 2,0% 3 2 3 2 2 1 2
UK 12 4,9% 8 3 1 12 9 4 1 4 4 5
EU 11 4,5% 9 1 1 9 8 1 4 7
International 6 2,5% 3 3 6 5 2 1 1 1 3
Total 244 100% 159 59 26 203 168 62 61 75 41 84 15

Those responses come from 203 people (i.e. 41 @daple answered for more than one group of

crops) belonging to 168 organisations (i.e. repredves of different departments/units of a same

organisation have responded to the survey). Onlye$pondents had not been contacted via targeted
email.

Those 244 responses cover all MS as well as 8 Earoand 5 international organisations.

The MS most represented are FR (17,2%) NL (9%),(BE4%) followed by SE, DE, and the UK
(around 5% each).

The proportions of seed, PM and forestry questimagare respectively 65%, 24% and 11%.

Among all respondents, 62 (25%) are active in pefiaking, 61 (25%) are active in variety
registration, 75 (31%) are active in certificatidd, (17%) represent the users, 84 (34%) reprekent t
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suppliers and 15 (6%) represent other stakeholdesame respondent could be active in more than
one area, e.g. policy-making and registration,s1aad suppliers.

The initial objective of the FCEC team was to depeh methodology to weight the respondents to the
qualitative survey according to two indicators:tig individual economic importance of the MS and
2) the economic importance of each group of crojpisinveach MS.

To that end, it consulted several databases i.@,FAirostat, USDA, ISF, etc. and discussed with the
industry (ESA and EFNA).

A methodology was submitted for comments to DG SAN@nd the Steering Group and was
discussed during the interim meeting on theBApril 2008.

All parties agreed that defining a reliable weiggtmethodology was not possible because:

 The 2 selected indicators were not reliable enoudgie, to lack of complete and homogeneous
data;

* Public market data are hardly available at EU |e€eelthe propagating material and forestry
sectors;

e Basing the weighting methodology on economic carsitions would lead to the opinions of 11
MS representing less than 1% of the market (acogridi ISF 2006 data) not being considered.

In addition, the overall profile of respondentab{e 1 above) shows an acceptable representatsrenes
of both the MS and the sectors, thus reducing ¢eelto define adjustment measures.

Moreover, the replies to the qualitative survey @amy one element of the stakeholders’ consultation
which also includes the costs survey, the stakemngldnterviews and the in-depth studies. The
steering group concluded that applying a weightmathodology could distort the significance of the
qualitative questionnaire and decided to pursiwguastion by questior@pproach as follows:

« Where the results to a question of the qualitagiwestionnaire are clear (e.g. 80% of respondents
held the same opinion), further analysis of MSugrof crops or group of stakeholders does not
add any value;

* In cases where the results to a question are leas, the FCEC team segments the responses
according to MS, group of crops or group of stake¢éus;

e Statistical results to each question are compleatitid a qualitative treatment of the respondents’
comments.

4.2.3. Costs survey

The objectives of the data collection on costsitéithto the area of the marketing of seeds, haea be
threefold:

« To get a picture as reliable as possible of thdscassociated with the implementation of the
legislation for some crops in some EU MS;

« To analyse the effects on costs of the preferreidmmp (as suggested in the qualitative survey) for
a revision of the legislation;

* Toidentify as much as possible the part of thescadated to administrative tasks.
The first objective has been targeted during tletsceurvey and during the in-depth studies.

The second and the third objectives have been dutgeliscussion with interviewees during the in-
depth study on costs

The costs survey has targeted:

< At national level, the authorities responsible Variety/material registration and/or certification
activities (through the delegates to Standing Cdiemi on Seeds) and the professional
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associations of breeders and seed producers. Thpatwes have not been targeted individually
but through the associations representing thermataimal and or European level;

e At European level, the ESA (European Seed Associati

All stakeholders have received the same and urigstionnaire in Excel format. Respondents had
the possibility to provide costs data for a grofis@ed crops or per seed crop. A copy of the costs
guestionnaire is provided in Annex 3.

The costs questionnaire was disseminated on thed® 11" of March 2008 via targeted emailing to
116 addresses. It was also posted on the DG SANEI3ite to invite a wider public response. The
deadline for responses was tffed® May 2008. Some stakeholders specifically aske@xtra time so
that the ultimate deadline had been fixed at tfeafBay 2008.

38 questionnaires have been returned (questiosnaicenpleted by 31 respondents from 28
organisations). The profile of respondents is presgkin the table below.
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Table 2 - Profile of respondents to the cost survey

Type of organisations
Data or Data or
MS | Nb | registration| certification Crops
costs costs . . ... .. | Associatiof Associatior]
rﬁgll('ﬁ]yg re\g/ii rtlrztt}ilon SRR of users of of supplierd Others
S&PM of S&PM

AT 1 1 1 1] 1] All seed crops

BE 1 1 il 1] 1] All seed crops

CY 1] 1 1] Registration: FP, C

CY 1] 1 1|Registration: C

CY 1] 1 1 1] 1 1] Regigration: FP
C,VG, OF
Certification: C

Ccz 1 1 il 1] 1 1] C

DE 1 1 | All seed crops

DK 1] 1 1 1] C

DK 1] 1 1 Registration: C

DK 1] 1 jl Registration: FP

DK 1] 1 jl Registration:B

DK 1] 1 1 Registration: VG

DK 1] 1 jl Registration:P

DK 1] 1 jl Registration: OF

DK 1] 1 1] 1 1] F

DK 1] 1 1] 1 1] Certification: P

EE 1] 1 1] Certif: FP, C, VG, OF

EE 1] 1 1 1] Registr:All seed cro

Fl 1 1 1 FP,C,P,OF

FR 1 1 1 VG

FR 1 1 ] 1] 1] Registration: all se¢
crops
Certification: FP, C,[E
P, OF

FR 1 1 ] 1 OF

FR 1 1 ] 1] Registration:C

IE 1] 1 ! 1] 1 1] FP,C,P,OF

IT 1 1 1 1 All seed crops

IT 1 1] 1] 1] 1] All seed crops

LT 1] 1 jl 1] All seed crops

MT 1 1] 1 1] -

NL 1] 1] Registr:All seed @p

PL 1 1] All seed crops

RO 1 1 ] Registr:All seed cro

SE 1 ] 1 Registr:FP,C,OF

SE 1 ] 1 1] All seed crops

SK 1 1 1] Certif:All seed crop{

SK 1 jl 1 Registr:VG

SK 1 1 1 Registr:VG

UK 1] 1 1] 1 P

UK 1 1 1 1] 1 1] Registration: all se¢
crops
Certification: FP, C,[E
OF

Total 39 2] 29 1D 24 17 0 8 1

FP: Fodder Plant, C: Cereal, VS: Vegetable Seed, OfFand Fibre plant, B: Beet, P: Potato.

The in-depth study has focused on the analysibefé¢gistration and certification costs in two MS,
i.e. France and Denmark.

In practice, it has consisted in 4 face-to-facerwiews with variety registration and certification

authorities of those two MS. FCEC had planned tatlye point of view of the seed industry during a
face-to-face interview with the European Seed Assion (ESA), on the basis of their reply to the

cost survey. However, the ESA mentioned in a lattethe FCEC that such estimation was hardly
possible and should require a deeper guidance dmttuand more time to try to collect reliable

quantitative data.
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4.3. INTERVIEWS OF STAKEHOLDERS

A wide spectrum of EC officials and stakeholdes/ering the range of interests in the marketing of
S&PM, has been selected for interview (see tahl@¥)se interviews aimed mainly at knowing about
the key issues of the S&PM sector (exploratoryrinésvs), discussing the options/scenarios for the
future as well as specific issues not covered sufiitiently covered during the surveys (in-depth
interviews).

A total of 55 interviews were conducted, but inlitgathe actual number of interviews is higher due
to repeated interviews in several cases and afisigmi number of group interviews that encompassed
a large number of participants. It should be natitlkat additional interviews took place in the
framework of the in-depth/case studies. Thesevigess are not listed in the following table butlie
in-depth study summaries.

Table 3 - Interview programme

Organisation | Number of interviews

DG SANCO

DG AGRI

DG TRADE

DG ENTR

DG SANCO + DG AGRI + DG ENV
CPVO

European Parliament

Economic and Social Committee

N GLNES

EU MS

Group Forestry (group interview with representatiiiom BE, DE 1
and SE)

Group Seed (group interview with representativesnfiT, HU, SE, 1
DE)

Group Propagating Material (group interview witpresentatives of 1
SP, PL, BE and GR)

GNIS/SOC (FR) Certification 2
GEVES (FR) Registration 2
BSA (DE) Registration & Certification 1
MAAF-DP (DK) Registration & Certification 2
DEFRA (UK) Registration & Certification 1
Ministry of LNV (NL) Registration & Certification 1
MAPA (ES) Registration & Certification 1
Ministry of Agriculture (LU) Registration & Certifation 1
ENSE (IT) Registration & Certification 1
Ministry of Agriculture (RO) Registration & Certdfation 1
COBORU (PL) Registration & Certification 1
ISTIS (RO) Registration 1
Third countries

Canadian Food Inspection Agency (CA) 1
USDA United States Department of Agriculture (USOR)S) 1
ARVALIS (FR) 1
NIAB (UK) 1
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National level

AGPB (FR)

NFU (UK)

NAAC (UK)

DANISH AGRICULTURAL COUNCIL (DK)

N

EU level
COPA-COGECA 2

National level
BDP (DE)
PLANTUM (NL)
BSPB (UK)
AIC (UK)
ANSEM (RO)

i

EU level
ESA
CIOPORA 1

w

International level
ABDP (Association of Bio-Dynamic Plant Breeders) 1

OECD 1
International Seed Federation (ISF) 1
European Crop Protection Association (ECPA) 1
FIBL (Institut de recherche de I'agriculture biolgge) 1
EUROPABIO 1
Total 55

4.4. IN-DEPTH STUDIES

The FCEC team, DG SANCO and the steering group bgveed on 9 cases for in-depth study, as
follows:

In-depth study 1. Effects of the implementation of the EU S&PM kgtion in one New Member
State (NMS)

Selected MSRomania

Methodology:Three face-to-face interviews with registration &tification authorities and suppliers.
Themes for questions during the interviews:

- Degree of adequacy between the national legislatimhEU legislation before accession;

- Time and resources required to implement the letiisl;

- Support received from EU,;

- Consequences for authorities in terms of manageofattivities (advantages, disadvantages,
specific issues linked to this implementation, ej¢...

- Actual status of implementation.
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In-depth study 2: Analysis of the effects on costs of the implembaiaof the preferred options for
better regulation

Selected MSErance and Denmark

Methodology:Four face-to-face interviews with registration aseftification authorities in selected
MS.

In-depth study 3: Conservation varieties

Methodology:

- Literature review;
- Three face-to-face interviews with partners to $T&REP project “Farm Seed Opportunities”
and DG SANCO.

Themes for questions during the interviews:

- Background;

- Overall objectives;

- Limits of S&PM legislation with regards to the dregy of varieties derived from the on farm
conservation / management / breeding;

- Quality of relations with authorities;

- Evaluation of the first Commission Directive on servation varieties;

- Preferred approach for further development.

In-depth study 4: Analysis for one crop on the effects of suppres$i€U testing (winter wheat)

Selected MSDenmark, France, Germany, Hungary, UK; basederaverage number of applications
per MS as mentioned in th&€bmparative study of National Listing Systems fame& agriculture
crops in the main European countriesrried out by the GEVES in January 2003.

Methodology:

Step 1 Short questionnaire sent to the authoritieshiarge of VCU testing in the selected MS, to the
ESA and to COPA-COGECA.

Step 2 Follow-up by phone interviews or face-to-face megtivhen a visit was planned to discuss
other aspects of the evaluation such as a disecussithe options/scenarios for the future.

Themes for questions in the VCU questionnaire:

Description of the VCU testing network (closed digess to the authorities in DK, DE, FR, HU and
UK):

- Average number of applications /year;

- Duration of the testing;

- Total number of trials;

- Distribution of field trials (authorities vs. indug);

- Average VCU acceptance rate;

- Fees per application;

- Average approximate costs to run the VCU network;

- Approximate number of FTEs dedicated to the manageworf the VCU network.

Effects of suppressing VCU testing on (semi-opeastjons to the authorities in DK, FR, DE, HU,
UK, ESA and COPA-COGECA):

- Time to market (number of years before a varietyaater the market);
- Performance of the varieties;

- Suitability of varieties to market needs;

- Information to the users;

1 STREP project contract no. 044345, under the 6dmEwork Programme, priority 8.1, "Specific Supgort
Policies."
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- Consequences for breeders' Post-registration saheme
- Level of costs borne by:

- Authorities

- Suppliers

- Users;
- Other direct and/or indirect effects to be expected

In-depth study 5. Analysis for one crop of the feasibility of hagidUS testing at European level
rather than at national level (winter oilseed rape)

Selected MSCZ, DK, FR, DE, IT, PL, UK; based on actual implertaion of major DUS sites.
Methodology:

Step 1:Short questionnaire sent to the official authestin charge of DUS testing in the selected
countries, to the ESA, COPA-COGECA and the CPVO.

Step 2:Follow-up by phone interviews or face-to-face rireetwhen a visit was planned to discuss
other aspects of the evaluation such as a discussithe options/scenarios for the future.

Themes for questions in the DUS questionnaire:

Description of the MS DUS testing networks (closgstions to the authorities in CZ, DK, FR, DE,
IT, PL and UK):

- Average number of applications /year;

- Duration of the testing;

- Fees per application;

- Size of the reference collection;

- Average approximate cost to run the DUS testing;

- Approximate number of FTEs dedicated to the managéwf the DUS testing.

Effects of setting-up DUS testing at European l@re(semi-open questions to authorities in CZ, DK,
FR, DE, IT, PL, UK, ESA, COPA-COGECA and CPVO):

- Time to market (number of years before a varietyaater the market);
- Consequences for breeders;
- Reasons why it has not been done yet;
- Flexibility of the system;
- Selection of DUS centres;
- Level of costs borne by:
- Authorities;
- Suppliers;
- Users;
- Other direct and/or indirect effects to be expected

In-depth _study 6: Clarification of the definition of the terms ‘mating’, ‘seed’, and ‘seed

marketing
Methodology:

- Literature review;
- Three face-to-face interviews with stakeholders.

Themes for questions during the interviews:

- Identification and listing of actual issues;

- The impact of the legislation on modern farminggtices;

- lllegal EU imports of S&PM (background, issues, $ibke solutions);
- S&PM produced in EU and exported to third countries

- Perimeter of marketing to be covered by Commurmydlation.
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In-depth study 7: Analysis for one crop of the extension of the ifiedtion activities carried out
under official supervisiorin-depth study 8: Analysis of the possible advantages of‘g8vate party
body set-up for supervision

Selected MS¥France.
Methodology:

- Literature review;
- Linked with the in-depth study on the analysishaf effects on costs (in depth study 2):
- Face-to-face interviews with the certification aarities identified in the framework of the
in depth study 2;
- One face-to-face interview with the ESA.

Themes for questions during the interviews:

- Consequences for breeders;
- Reasons why the extension of the certificationvéies has not yet been done;
- Feasibility, e.g. flexibility of the system to addp a new operational structure;
- Effects on the quality of seeds;
- Effects on the level of costs borne by:

- Authorities;

- Suppliers;

- Users;
Other direct and/or indirect effects.

In-depth study 9: Analysis of the interest to connect and to briagether the seed phytosanitary
requirements with the certification legislationptént health.

Selected MSGermany, Italy, the Netherlands, Poland, UK; dage the national S&PM market size
for seed potatoes, vegetables and ornamentalsprawhich phytosanitary aspects are of relevance.

Methodology:

- Phone and face to face interviews with MS autresitind suppliers (e.g. NL which merged
both authorities in 2007);

- One face to face interview with DG SANCO - planakie service;

- Additional possible interview with EPPO, if relexan

Themes for questions during the interviews:

- ldentified issues at EU and MS levels;

- Opportunities to group plant health and S&PM legjish at community level;
- Consequences (operational, costs, etc...) for the MS;

- Expected improvements.

4.5. METHODOLOGY FOR THE PRESENTATION OF RESULTS

The results of the evaluation are presented byndisishing between the analysis of the past/current
performance of the S&PM leqislatiprthe presentation of the scenarios for the futanel the
preliminary analysis of the impact of those sceysri

For the analysis of the past/current performante FCEC team distinguishes between the
variety/material registration activityand the _certification activity For each activity, it draws
conclusions and recommendations on a complete gigahcluding the current implementation of the
activity, its costs, utility, effectiveness, eficicy as well as the results of any specific in-degptidy
related to it.
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This analysis of the past/current performareceompleted with the one of some over-archingdss
(i.e. horizontal issues such as the structure ®3&PM legislation, the legal instrument, the rofe
the CPVO, the perimeter of the terms ‘marketingeed’, ‘seed marketing’ and the quality of the
information to the users) as well as other issues the impact of the S&PM legislation on the
marketing of conservation varieties).

When relevant, the FCEC team distinguishes betwegroups of cropéSeed, Propagating Material
and Forestry Material), the type of stakeholdgrslicy-making authorities, registration autha#j
certification authorities, associations of S&PM gligrs and associations of S&PM users) and/or the
MS (EU12 MS or EU15 MS).

In case reference is made to the results of thditafine survey, the text specifies the concerned
question of the questionnaire as well as the nundferespondents (identified by ‘n=") having
answered to the specific question. Not all sectems questions of the questionnaire were relevant t
all stakeholders targeted by the survey. A copthefresults of the qualitative survey is provided i
Annex 4.

The different sections on conclusions and recomiagmus focus on the overall possible
recommendations for the EU S&PM legislation in theure, as suggested in the qualitative
questionnaire or as formulated by the stakeholdergheir own initiative._In case one or several
stakeholders or the FCEC make suggestions to irepacspecific issue in the future, it is identifebl
with a line in the margin as shown on this paralyréyplist of those specific suggestions is provided
Annex 5.

The link between the structure of the final reportl the evaluation questions as listed in the R |
provided in Annex 6.

Reliability of the data on costs (Group Seed only)

The costs for the public authorities and the pdvaperators vary in each MS according to the
structure of the public administration (i.e. celised or decentralised structure), the level of
requirements imposed by the national legislatianctrtification, the way the certification activity
organised (i.e. certification under official examtiilon or certification under official supervisiortpe
importance of each individual crop, etc.

All data provided by the national authorities résafl real annual expenditures. Typically, data are
extracted from the authorities’ accounts and thell®f details is based on the structure of the
accounting system.

Of course such accounting system does not exitsteatevel of the associations of suppliers, which
have estimated costs on the basis of data protigeideir members.

The FCEC team has made a detailed quality contribleocost estimates provided by respondents, on
the basis of the comments they provided in the@stjannaire, by contacting them by email or phone
to get additional explanations when required ad aglby comparing figures between MS. Overall,
the FCEC considers that the costs provided arecmrftly reliable to support the overall objectivas

the evaluation.

Furthermore, the costs identified by the publichatities and the private operators reflect the
implementation of the legislation at national leviel which additional provisions, to the EU ones,
have been implemented. Therefore, the figures pteden this report do not segregate costs related
implementation of the EU legislation from costs g@eted by the national additional provisioifis
remark mainly concerns most of the EU 15 MS, sichrance and Germany.
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5. BACKGROUND INFORMATION
5.1. INTERVENTION LOGIC (PAST)

The intervention logic presents the conceptual firdm an intervention’s input to the support of
operational, specific and general objectives.

The general objectivesre the overall goals of the intervention.

The specific objectiveare the immediate objectives of the interventian,the targets that first need
to be reached in order for the general objectigdsetachieved.

And, the_operational objectivese normally expressed in terms of outputs thairtervention should
produce. The achievement of these objectives iallysunder the direct control of those managing the
intervention.

The figure below summarises the past/current ietation logic of the Community legislation on the
marketing of S&PM:
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Figure 1 — Intervention logic of the Community legslation on the marketing of S&PM (past/current)

General objectives To improve To improve the To contribute to the
productivityin competitivenessf good functioning of the
agriculture S&PM sector internal market

Specific objectives
To ensure that no new

I can be To ensure S&PM lots To harmonise the
ma—&rketed Mless it is of high quality marketing standarcest

N Community level
genuinely new and an y

improvemenin
varieties already being
solc

To set up the legal framework for | To set up the legal framework for
VARIETY/MATERIAL CERTIFICATION, in order to produce
REGISTRATION high gquality seed/material by:
- To test the new varieties in view| - Controlling the correct varieta
of official listing: DUS test (for identity on the basis of DUS results;
vegetable and agricultural crops), - Examining the respect of standards

VCU test (for agricultural crops); for e.g. varietal purity, freedom from
- To register the varieties in official| disease, analytical purity, germinatign
catalogues. capacity, weed and other crop seeds
content ;

- Supervising the sealindabelling and
sampling of seeds

S&PM Community legislation
Inputs Common Catalogue (requirements for reqistrationvarieties of agricultural

plant species)
2002/53/EC (common catalogue)

Marketing of agricultural and vegetable seeds (regquents for certification)
66/401/EEC (fodder plant seed)

66/402/EEC (cereal seed)

2002/54/EC (beet seed)

2002/55/EC (vegetable seed — including the requeregs for registratiorof
varieties of vegetable species)

2002/56/EC (seed potatoes)

2002/57/EC (seed of oil and fibre plants)

Marketing of propagating material (requirementsdertification)

68/193/EEC (material for vegetative propagatiothefvine)

92/33/EEC (vegetable propagating and planting rizdtether than seed)
92/34/EEC (fruit plant propagating material anditfplants intended for fruit
production)

98/56/EC (ornamental plants)

Marketing of forestry material (requirements fortifieation)
1999/105/EC (forest reproductive material)
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S&PM Marketing Directives have existed since thel 1960s. The main need felt at the time when
these Directives were first adopted was to imprthee productivity of agriculturdoy providing the
farmers with S&PM lots of high quality (certificati) belonging to_new and improved varieties
(registration of varieties in official cataloguasdatesting in view of official listing)The production
and marketing of S&PM of high quality would contrte to _improve the competitivenes$ the
related sectors within the EU and on the world reerkAt the same time, it was expected that the
industry (breeders and producers) would benefimfrthe harmonisation of the legislation at
Community level leading to more open markets.

To support those objectives, the EU has developedal framework of 12 Directivelsased on two
main pillars/activities as follows:

» Variety/material registratignwhich refers mainly to Directives 2002/53/EC a2@02/55/EC.
Those Directives impose to all MS to compile onemare national catalogues of the varieties
accepted for certification and marketing on theiritory. To be accepted, a variety must be
Distinct, Stable and sufficiently Uniform (DUS) and the case of agricultural crops, it must be of
satisfactory Value for Cultivation and Use (VCUheTDirectives also foresee the compilation of
a Common Catalogue of varieties, based on natimatalogues only. Once a new variety is listed
in the national catalogue, it is registered for énéire EU and listed in the Common Catalogue of
varieties of agricultural plant species or the CamnCatalogue of varieties of vegetable species.
It becomegle factofreely marketable within the Community;

« Certification, which refers to Directives 66/401/EEC, 66/402/EEXD02/54/EC, 2002/55/EC,
2002/56/EC, 2002/57/EC, 68/193/EEC, 92/33/EEC, 4HBC, 98/56/EC and 1999/105/EC.
Certification imposes to all MS to apply productisnhemes, which are intended by official
control to ensure identity, varietal purity, geration capacity, freedom from diseases, etc. In
order to ensure the identity of the S&PM, thosesBlives establish rules on packaging, sampling,
sealing and marking.

Not all species have the same obligations. Theletkveen the 12 Directives of the legislation drel t
main obligations for VCU, DUS, Denomination, NatirListing, Maintenance, Certification, is
presented at section 7, which analyses the pastfdyerformance of the S&PM legislation.

It has to be noticed that implementation of the @aumity legislationhas a quite unique profile in the
agro-business area and even wider, in the lifensei@area. Whereas for plant protection products,
pharmaceutical products and machinery products,up to the applicant to present the data package
for evaluation for registration by the authorities; the S&PM sector, the official authorities are
producing the data. This situation is the heritaig@dividual regulatory framework developments.

5.2. HISTORY OF THE DEVELOPMENT OF THE S&PM LEGISOAON

5.2.1. Origin

The Directives of the S&PM legislation find theieglal basis in the Article 37 of the Treaty
establishing the European Community, according hickv the activities of the Community are to
include measures implementing the Common Agricaltolicy. The development of the S&PM
legislation dates back to the 60s, as presenttgkifollowing table.

Table 4 — Initial versions of the current Community S&PM Directives

Current Community S&PM Directives Initial Community S&PM Directives
66/401/EEC (fodder plant seed) Idem
66/402/EEC (cereal seed) Idem
68/193/EEC (material for vegetative propagatiddem - Heavily amended by 2002/11/EC (SL|M
of the vine) exercise)
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92/33/EEC (vegetable propagating and plantitdem

material other than seed)

92/34/EEC (fruit plant propagating material anidlem

fruit plants intended for fruit production)

98/56/EC (ornamental plants) Council Directive GBBR/EEC of 19 December
1991

1999/105/EC (forest reproductive material) Coubxdikctive 66/404/EEC of 14 June 1966
Council Directive 71/161/EEC of 30 March 1971

2002/53/EC (Common Catalogue) Council Directive4B3@/EEC of 29 September
1970

2002/54/EC (beet seed) Council Directive 66/40@EE

2002/55/EC (vegetable seed) Council Directive 78BEC of 29 September
1970

2002/56/EC (seed potatoes) Council Directive 68/8BC of 14 June 1966

2002/57/EC (seed of oil and fibre plants) Coubxikctive 69/208EEC of 30 June 1969

The majority of Council Directives for the markeginf S&PM has first been issued between 1966 and
1971, i.e. Council Directives for the marketingfoflder plant seed, cereal seed, beet seed, vegetabl
seed, seed potatoes, seed of oil and fibre plaraterial for vegetative propagation of the vineef
reproductive material as well the Council Directive the Common Catalogue. Some Directives are
more recent as the Council Directive for the marigeof vegetable propagating and planting material
other than seed and the one for the marketingrafroental plants.

These original Directives have been updated batuiently and substantially, creating the need for
clarity and transparency. In some cases, this bas pursued in the current versions. For example,
subsequent updates of the Common Catalogue ovariadmf 30 years since its introduction in 1970
have led to the current codified Directive adopted002.

In other cases, for example, the marketing Direstion fodder plant seed, cereal seed, and
propagating material (particularly of vine PM) thieginal Directives are still in force although Hee
have been subject to a large number of amendments.

The SLIM initiative (Simpler Legislation for thetkernal Market) launched by the Commission in May
1996 has lead to the recasting of the Council Bive®n the marketing of ornamental plants in 1998
as well as to the ‘2002’ Directives (2002/53/ECQ2B4/EC, 2002/55/EC, 2002/56/EC, 2002/57/EC).
Directives 66/401/EEC and 66/402/EEC were not idetl in this SLIM initiative as some
amendments were ongoing at the time when the iescivere recast.

As a follow-up to the OECD revision of its tradéneme for forest reproductive material in the mid
1990s, the EU undertook to renew its old directgethat there would be only one set of definitions
and rules for marketing of forest reproductive rmiate The new Directive (1999/105/EC) has
standards that reflect the 1999 membership of 1fbee states as compared with the original six.
Compared to the Directive of 1966, the number etfs concerned has increased dramatically.

At the time when the evaluation was carried ou€anmission proposal for a recast of the fruit
Directive was discussed at Council level. CoundgikeBtive 2008/90/EC, based on this proposal, was
adopted on 29 September 2008 and was publishée i@d L 267 on 8 October 2008.

2 Council Directive 70/457/EEC of 29 September 1890the common catalogue of varieties of agricaltur
plant species.

Food Chain Evaluation Consortium 26



Evaluation of the Community acquis on the marketing of seed and plant propagating ntarial

(S&PM)
DG SANCO Evaluation Framework Contract Lot 3 (F@&ithin)

5.2.2. Number and evolution of legislative texts

Graph 1 - Number of Community regulatory texts (stll in force) related to the marketing of S&PM per
year
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Source: compiled by Arcadia International basedtlom list of Community legislation applicable on March
2006 — updated for texts published before 1st JanR&08.

Graph 2 — Proportion (in %) of Community regulatory texts (still in force) related to the marketing of
S&PM per year (per crop and group of crops)
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Source: compiled by Arcadia International basedtmmlist of Community legislation applicable on Msrch
2006 — updated for texts published before 1st JanR&08.
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5.2.3. Exemptions of application in the MS & authoisations for
more strict provisions

Graph 3 — Number of Commission Decisions (still irfforce) authorising Member States to restrict the
marketing of S&PM or authorizing them to make morestrict provisions (per MS)
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Source: compiled by Arcadia International basedtlos list of Community legislation applicable on March
2006 — updated for texts published before 1st Jan2@08.

Graph 4 — Number of Commission Decisions (still irforce) authorising Member States to restrict the
marketing of S&PM or authorizing them to make morestrict provisions (per year)
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Source: compiled by Arcadia International basedtla list of Community legislation applicable ort March
2006 — updated for texts published before 1st Jan2@08.
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Graph 5 — Number of Commission Decisions per coungrgranting exemptions to the application of some
Directives on the marketing of S&PM
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Source: compiled by Arcadia International basedtloa list of Community legislation applicable on Msdrch
2006 — updated for texts published before 1st JanR&08.

In the context of the 2004 enlargement, derogatisase granted for FRM to Poland, for barley
(analytical purity) to Cyprus and for variety rdgition to CY, MT, LV, SI (5 years transition). In
2004, a same type of derogation has been granteddmber of additional NMS, but only for 3 years
(based on Art 42 of the Act of accession). Thestethents explained the high figures for 2005 on the
graph 4.

Having explained that point, the above statistics rbt highlight significant trends. It can be
mentioned that the Graph 1 indicates that the numb€ommunity regulatory texts (still in force) is
slightly inflating from 2001-02 and mainly due tdJEenlargement and consequences of recasting
some Directives in early 2000. This may be explding the necessity to update certain old Directives
based on other ongoing activities such as tempaaperiments. The oil & fibre plants Directive
gives a concrete example in that respect, whereajdrntexts have been published is less than 30
months time as presented on the next figure.

Figure 2 — Major evolution of regulatoy requirements for oil & fibre plants from 2002 to 2004
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5.3. CONTEXT INTO WHICH THE S&PM LEGISLATION OPERATES

5.3.1. Description of the seed sector in the EU

This analysis summarises the situation of the smsdor in the EU and the context in which it
operates. More data and statistics are presentadnex 12. It is limited to seed only, becausehef t
difficulty to get reliable market data for some milgoropagating materials as well as for forestry
material (seed or plants). Even more, it appeasdtakeholders have a different view on the teind
the competitiveness in the forestry sectors leathragpossible non-reliable analysis.

The following table is a simple example on maizghlghting the difficulties of summarizing
statistics in the seed sector as different datacesushow differences and as data, structure is not
consistent across documents.

Table 5 — Seed production statistics variability ifMaize

Maize (2006 data)
Source of information
GAIN report | ESCAA Database
France 100 000 155 322
Hungary 68 500 84 846
Germany 52 650
Italy 28 350 24 752
Source of information
ESA | ESCAA Database
France 54 000 39 159
Hungary 25 000 19 352
Romania 15 000 8 965
Austria 5 300 5 007,
Italy 4500 2 925

Source: compiled by Arcadia International

Although the seed industry is crucial for moderni@gdture, worldwide total sales and profits are no
as large as for other agricultural inputs, suchesdicides, machinery and fertilizers.

The _global commercial seed market plasbich continues to experience a robust growtpy@gched

a value of 24 billion USD in 2066 The Context Network estimates that the 2006 petgny part of
the global commercial seed market value has reatBgl billion USD, an increase of nearly 40%
over 2001 estimates.

Maize and soybeamepresenting nearly 50% of the global seed masgketby far the two largest seed
crop markets.

Traditionally, the seed markets were national markeith quite a low volume of international
exchanges. This has changed during the last 2@.yEhe seed trade is estimated to have more than
tripled between 1970 and 1994, and quadrupled leett885 and 2005.

The European Seed Association (ESA) estimatesthietEU commercial seed (true seeds only)
market valuenas reached approximately between 6,5 and 7jbrb#uros and represents more than

% Source : International Seed Federation (ISF)
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20% of the total worldwide market for commerciakde USDA estimates the EU market size for
planting seeds at 6,1 USD millibn

The EU is the largest exporter with an estimatgubexvalue of 2,7 billion Euros representing more
than 60% of the total worldwide export value of Biion Euros.

This evolution is quite unique in the agri-businesstor especially when we compare the European
seed market evolution with the pesticides mark®P)P which are today quite equivalent in market
value at about 6,5 billion Euros (PPP market vadaémation at 6 769 million Euros in 2004 by
ECPA).

The EU market for agrochemicals has been relatiffatyduring the last 15 years. In 2004, the global
PPP market was valued at 24 734 million Euros Bheopean area market share amounted to 6 769
million Euros, or 27,4 % of the totalThe EU market for agrochemicals is in a transitghase
because of legislative and structural changes duke reform of the Common Agricultural Policy
(CAP), and because of individual government legjimameasures to cut usage.

In comparison, there is still an important potdraiathe international market for improved seed.

Several sources indicate an annual growth ratbauiiteb% for field crops at global level, based loa t
following major drivers:

e ltis widely believed that only one-third of glotsded consumption is commercially traded;

e Crops consumption is expected to grow. In the OB agricultural outlook 2007-2016,
worldwide wheat consumption is estimated to inaehy nearly 10% by 2016 due to key
economic factors such as population growth, rigmegme in developing countries inducing meat
consumption increase, increased demand for highlaeoods;

e Emerging economies of China, India, Brazil and Ryss

e Assumptions related to evolving biofuel production

In 2006/2007, EU grain seed production was antieghdo increase due to the reasons mentioned
above. Because of the increased acreage for geaih groduction, EU grass seed production was
expected to decline in 2007. Currently the mar&egfass seeds is in an oversupply situation.

The EU became a net exporter of seeds for sowirp@®?/2003 and its trade surplus has gradually
increased since then to 300 million USD in 2005&20oth EU imports and EU exports evolutions
are related to a strong increase of exchangegjetable seeds.

For several decades after plant breeding emergeal resognized field of science in the laté"19

century, almost all plant breeding activities tqakce in public institutes with a gradual shift of
breeding activities to the private sector during 26" century. This may explain why plant breeders
(public first and then public & private) have belangely involved in the development of national
regulatory frameworks.

The seed industry matured due to the introductibrinytrids, especially hybrid maize in North
America, hybrid sugar beet in Europe, and hybrigetables in South East Asia. In North America
and Europe, the hybrid seed industry grew fromargjly based family businesses. The profitability
of hybrids far outstripped that of non-hybrid opgollinated seeds. This leads to eventual
consolidation in the industry and the dominanceeferal key companies in particular crops. In the
1970s, these high margins attracted the attentfoseweral agrochemical companies, waiting to
exploit possible synergies of the seed busineds théir own line of business (e.g. the acquisitbn
Northrup King (USA) by Sandoz (Switzerland).

The emergence of biotechnology in agriculture @1B80s has led to a complete reorganization of the
sector. Today, leading seed groups are largely dwneallied with the world leading chemical/plant

4 USDA Foreign Agriculture Service. GAIN report E11-2007

> ECPA, Annual Report 2004-2005
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protection companies. Consolidation through mergatsacquisitions took place in major field crops,
and is currently ongoing in the vegetable sect@fsemicals companies’ interests in investing in
biotech are linked to the fact that many pesticidssd in agriculture may be replaced by transgenic
crops, which have a biologically inbuilt resistance

In 1996, the world top 10 seed companies were septeng about 37% of the worldwide market; in
2004, the top 10 accounted for nearly 50% of theldwide-certified seed marketMonsanto, the
actual market leader was not present in the top 1996.

The European seed sector is characterized by @ smgmentatiofrom national SMEs involved in
cereals or ornamentals only to international corigsawith a multi-crops approach).

S&PM is not one sector but several crop sectorirstant evolutionwhich are becoming more and
more specific in terms of type of products, typel aumber of actors, competitiveness, product life
cycle, R&D efforts, added value and return on itweEst.

In 2005, ESA statistics indicated that 21 companoeg of 41 ESA individual members, have an
annual turnover of less than 50 million Euros witiile 3 largest companies have a turnover of more
than 250 million Euros each. These statistics sti@awthe EU seed sector is still made of a majority
of small and medium size companies (SME’s)

As mentioned above, industry consolidatibiat started about 15 years ago happened in dields
areas. Genetic material, biotechnologies and ds=ociated Intellectual Property Rights (IPRs) have
been in fact leading to a new restructuring of thkations between agrochemical, biotech, food
processing, and seed companies. Plant breedingidened in the past as“aecret” and ‘hon-
scientific” activity, is moving to a_high-tech industmpvolving more and more trans-national
companies. This consolidation has created a visibkak between biotech-in and biotech-out
companies.

In the EU15 MS, the number of employéeghe private seed sector amounts to around 80 Dife
personnel involved in private R&D (plant breediagg around 5 000 and these are working in around
600 major research stations according to ESA figure

The existence of a plant breeding capaditya precondition for the release of well-adappéaht
varieties suited to the growing conditions, resista pests and diseases, with the quality requargs
that the food and feed industry requires.

We observe 2 major groups of breeders as follows:

* The SMEs, mainly biotech-out companies, that aeglue breed for their local/national markets
and to develop partnerships with foreign seed pastfor the purpose of testing/positioning and,
when relevant, for the marketing of their existiogitivars in other countries characterized by
specific growing conditions (breed locally - tekitglly);

* Larger companies, mainly biotech-in companies, whbseeding strategy is mainly a wide
European and/or a global approach (e.g. maize)cangists in breeding for a given Area Of
Adaptation (AOA),which could be defined as an area where agro-aknaatd plant growing
conditions are uniform (breed globally - test Ibgal

5.3.2. Challenges for the future

The seed sector is facing several key challengetisted by the Steering Group in the ToR of the
evaluation (see Annex 1). An additionaufprising one appeared in the last 18 months, which is the
price increase of commodity grain

The economic factors that contribute to higher cadity prices have been widely discussed and are
not presented in this document.

® Source : ETC 2006 report
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Commodity Price Increases

Graph 6 — Maize price evolution & projections (EU narket) in USD per MT
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Graph 7 — Wheat price evolution & projections (EU narket) in USD per MT
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Economists predict that grain prices will remaighhover the next decade even if they may fall from
current records as demonstrated by the 2008 éraester statistics.

Possible impacts on seed sector

This situation affects the complete agro-food vathain as often demonstrated during the last 12
months and results in food prices increases aratilityl.

The seed sector, especially seed multiplicatiorny be affected by this recent evolution. Economic
incentive to produce seed instead of commodityngianot as high as in the past and could lead to a
possible lack of financial motivation in producisgedsand move of the place for seed production
impacting the volume of farm saved seed.
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According to GNIS, France is facing difficulties fiod seed multipliers acreages in maize. In 2008,
offer of seed multiplication area by seed compatgekigher than the seed multipliers (farmers)
demand.

This situation could lead to a movement of seedlypecbon acreages to NMS (Romania for maize)
where labour and production costs are lower. Ihbgpect, it has been noticed maize seed productio
in Romania have significantly increased duringlést 3 years (+ 15% in 2 years time).

As a positive impact to the industry, R&D and tealogy will again become profitable, due the high
prices.

Higher grain prices impacts on the seed sector tave monitored and taken into consideration in
any impact assessment to be developed prior toegufation change to the Community legislation.

5.3.3. Farmers’ approach to varietal choice in agaultural crops

Professional users (farmers) of seed consider tahiiboice as a key economic factor for the cost-
effectiveness of the crops. It is being perceivedrainvestment that will lead to the annual reeeoiu
the farm. Spraying a crop to control a plant disezen be repeated if the first treatment is ineffic

For seed, only one selection of a product (varietyjossible. This element is even more important i
multi-year crops (e.qg. fruits, forestry) when gtyabf the S&PM product may be seen only a couple of
years after planting.

Farmers, therefore, pay much more attention teéhection of the new varieties they will integrate
their farm, than on other agricultural inputs (PPfestilisers) as there is a complex interaction
between the selection of a variety on the one hanl climatic conditions, soil preparation, plant
protection, fertilisation, harvesting and crop tma on the other hand (genotype-environment-
interaction (GXE). As product-life cycle of variesi is rather short, best varieties stay about @ to
years on top; farmers are, before each seedingdyddoking at available information related to the
quality and performances of the varieties and aen evisiting field trials to have a look on new
promising varieties. Their interest is to get ascts independent data from trials that have been
carried out as close as possible to their own fdsynasing the agronomical practice applied to their
farm. Additionally, as variety selection is a kegcdsion, farmers are used to test the new varieties
small acreages the first year to secure thatsttéitthe local cropping conditions. Finally, farrser
choice is based on the selection of new betterig9oeconomic & environmental performances in
local environment under dedicated farmer practices.

Sources of information vary from country to counsiyd even from region to region, depending the
local retailing structure. Information comes fronifetent sources (cooperatives, retailers, official

authorities, public and private technical instifjtesseed companies). Major crop sectors of the
agricultural industry have organised their own fIniation on variety performances through

recommended list trials and post registration neéta/dn some areas, it is reported that too mang da

are being produced leading to some level of coafissiin others, farmers do not have any data),at al
to take a decision.
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5.4. OVERALL CONCLUSIONS

The Directives of the S&PM legislation find theiegal basis in the Article 37 of the Treaty
establishing the European Community and have ekistece the mid 1960s. The objectives at the
time when it was first developed was to improve giteductivity of agricultureto improve the
competitiveness of the related sectarsd to_contribute to the harmonisation of the dkegion at
Community level leading to more open markets.

The Community legislation is based on two mainapd] i.e. the variety/material registratiand the
certification of S&PM lotsand covers the agricultural sedftsdder plant, cereal, beet, potatoes, oil
and fibre plants), the vegetable seeds, the proipagaaterial(vegetable, vine, fruit and ornamental)
as well as the forestry reproductive material

Implementation of the Community legislatibas a quite unique profile in the agro-busirmsd even
wider, in the life science area. Whereas for plamotection products, pharmaceutical products and
machinery, it is up to the applicant to presentdhta package for evaluation by the authorities for
registration purpose; in the S&PM sector, the databeing produced under official controls by the
competent authorities themselves for DUS and VCait Bf VCU tests is being sub-contracting to
technical organisms or/and the plant breeders.

The 12 original Directives have been updated anenaled frequently but not substantially. The core
principles have not changed and the interventigitlbas not been amende&bme of them have been
recast for improved clarity in early 2000.

Requests for exemptions stay quite limited with gignificant increase in time. Additionally,
evolution of number of regulatory texts over yedogs not highlight any particular major issue due
the legislation provisions.

For several decades after plant breeding emergeal resognized field of science in the laté"19
century, almost all plant breeding activities tqakce in public institutes with a gradual shift of
breeding activities to the private sector during 8¢ century. Today, The S&PM sector operates in
an _ever-increasing international context in cortstanolution where globalisation and the
development of plant biotechnology play an impdrtahe. On global terms, EU competitiveness of
S&PM sector seems satisfactory but hides signifiganiability when analysing competitiveness crop
by crop. The lack of consolidated market statisticsertain areas such as ornamentals and forestry
does not permit correct competitiveness assessments

S&PM is not any longer one sector and should besidened as a set of several secgtorBich are
becoming more and more specific in terms of typepodducts, type and number of actors,
competitiveness, product life cycle, R&D effortddad value and return on investment. S&PM supply
systems come in a variety of forms, and operagerange of levels (international, national, regiona
and local) and with different S&PM materials used different purposes. Players are multiple, and
mainly medium and small size companies (SME®ply a couple of them have a multinational
dimension. Several interviewees are seeing thesmadr as asmall secret specialised business”

Additionally, the environment in which the S&PM us®perate has, also, completely changed in less
than 30 years. Today, major sectors of the agurallindustry have organised the production ofrthei
own information on variety performances to prowable product information to farmers, which pay
more and more attention to the selection of vasetd be grown on their farm. This is especiallyetr

in EU15 MS, less in NMS where the agricultural ees still under development.

Finally, agriculture is going through a new devetemt phase due the food prices increases, and
probably future prices volatilityin which the seed sector needs to be flexiblaighdo adapt to these
evolutions. Regulatory framework should, also legifile to adapt to market and citizens’ demands in
order to secure S&PM sectors competitiveness.
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6. THE 12 BASIC DIRECTIVES OF THE S&PM LEGISLATION
6.1. DESCRIPTION OF THE DIRECTIVES

Sections 6.1.1. to 6.1.4. describe the Commundgislation as regards its organisational structitse,
scope, its perimeter as well as the consistencydest the provisions of the Directives (internal
consistency of the legislation).

6.1.1. Organisational structure

Of the 12 basic Directives, one Directive concelres establishment of a Common Catalogue of the
varieties of agricultural plant species, six Direes relate to the marketing of agricultural and
vegetable seed, four Directives to the marketingmipagating material and one Directive to the
marketing of forestry material.

The Directive on the Common Catalogue for agricalterops (Council Directive 2002/53/EC) has a
horizontal structure and defines requirementsHerregistration of the various agricultural cropeds
varieties with the exception of vegetable specaaieties, for which the registration requirements a
laid down in the marketing Directive (Council Ditee 2002/55/EC). It is applicable to beet seed,
fodder plant seed, cereal seed, seed potatoegadwsoil and fibre plants.

The marketing Directives have a vertical structyper crop or group of crops) and define

requirements for S&PM marketing. They, also, cantadme provisions related to registration of

material and/or varieties via national listing @ee via Common Catalogue in the case of vine. The
ornamentals Directive do not contain such provisi@and does not establish any obligation of
implementing national catalogues.

Figure 3 — Structure of the 12 basic Directives dhe legislation
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It has to be noticed that although seed potataesnafiact propagating material, the Directive oa th
marketing of seed potatoes is considered mostlgthey with the Directives fortfue seed for
agriculture’ and is covered by CC Directive 2002/53/EC.

Additionally, it must be noted that two Directivesist for vegetables: Directive 2002/55/EC for
vegetable seed and Directive 92/33/EEC for vegetBM other than seed. This could lead to unclear
legal situation (e.g. plants of listed vegetablgeties, which are grafted on unlisted rootstocks).

When looking at the content of the Community S&PMebtives, the evaluation team makes the
following observations:

« The updated Directives, for example those datiognf2002 (i.e. including the Common Catalogue
and some of the seed marketing Directives) and thmiendments, are generally found to be
sufficiently logically structured, clear and relagiy easier to read,;

* The old Directives, especially those dating from thid 1960s, present more problems especially
as these have undergone a significant number dftaofial amendments. In these cases, the
consolidated versions are particularly complex emafusing, with multiple and often erroneous or
outdated cross-referencing, making them difficoltdad.

6.1.2. Scope of the S&PM legislation

The Community legislation applies to the productidgth a view to marketing and to the marketing of
S&PM within the Community. It does not apply to:

« The supply of S&PM to official testing and inspectibodies;
« The supply of S&PM to providers of services forgassing or packaging;

« The supply of seed under certain conditions to igerg of services for the production of certain
agricultural raw materials, intended for industpatposes, or seed propagation for that purpose;

+ S&PM shown to be intended for export t§ 8ountries. Not all S&PM produced in the EU and
exported outside the EU are subjected to the dongsof the legislation. As mentioned during the
interviews, this has led to situations where aetgriejected in the EU has been marketedin 3
countries with less stringent rules.

Interviewees expressed several concerns regarbmglefinition of ‘industrial use’ and the correct
implementation of this exemption as it's seems M&thave interpreted that exception differently, in
particular as regards its application to ‘holdings’specific case on marketing special wheat vieset
for baking purposes is exempted from EU provisiarisrance and not in Hungary.

Additionally, when looking at canned & frozen vegjge and sugar beet organisations which show a
high integration of actors from seed suppliersrtmdpct processors, via farmers; we may considér tha
these crops are being managed-fodustrial use’. However, exemption is not applytoghese crop
sectors.

Examples of exemptions based on this provisionvarg limited. On the top of the wheat example
already mentioned, interviewees listed a secondnpba on potatoes being produced for starch
extraction in the NL and Germany.

Current development of biodiesel in Europe may keafdirther discussion on this provision. All these

productions will be managed for processing use anly being implemented via contractual approach
between farmers and processors. Shall these piodsidie excluded from applications of marketing

provisions or not?

FCEC team considers that it is necessary to retfeaserms and scope of the exemption regarding
‘industrial use’to bring more clarity on the implementation of symbvision, if still relevant for the
future.

Community legislation does not apply to S&PM beprgduced for exporting to'Bcountries. This
exemption has led to the situation where seveedding companies have exported seed of reduced
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quality to neighbouring'8countries. Several interviewees, especially thesat international’s level,
are considering that this situation is creatingetimcal issue (iot good enough for internal EU
market, but good for'3 countries). Actually, seed marketing with"3countries is based on OECD
schemes (58 countries) or free marketing (e.g.aln@hina, South East Asia excepted Australia and
New-Zealand). These practices seem to reduce asainsighbouring countries to EU have adopted
seed legislative frameworks.

Several marketing Directives can cover only onecigsee.g. the beet (2002/54/EC), potatoes
(2002/56/EC) and vine (68/193/EEC). A couple ofesthcover a group of species e.g. cereal
(66/402/EEC), fodder plant (66/401/EEC), and oill éibre plants (2002/57/EC). Other Directives are
based on the final usage of the material and/oieties e.g. vegetable propagating and planting
material other than seed (92/33/EEC), fruits (9H84L), and forest reproductive material
(199/105/EC). Finally, it has to be mentioned that species are listed in the Annexes of the
ornamental Directive (98/56/EC) as any ornamentahtp(i.e. all species) are covered by the
legislation.

A given species may be included in several Diregtjymainly based on the final usage of the species.
As an exampleZea mays Lcovers maize when speaking about corn or silagegesultural crops
and therefore included in cereal seed Directivd4@®EEEC). When talking about sweet coZiea
mays L.is listed in the vegetable Directive (92/33/EE@y an Directive 2002/55/EC (see figure 4).
This situation exists for several other speciethsagBeta vulgaris L.(sugar and fodder beets vs.
chards).

Figure 4 — Case of one species (Zea Mays L.) covetey several Directives

Species Zea Mays L.
v v v
Crops Corn Silage Sweet corn
%/—/
Cereal Directive (66/401/EEC) Vegetable Directives (92/33/EEC &
2002/55/EC)

The basic principle is that the S&PM legislationplgs to crops/species of major economic
importance in the EU.

Nevertheless, there are cases where a same Déectivers crops with different economic
importance; e.g. the seed and oil fibre Directiggers winter rapeseed (major economic importance)
and spring rapeseed (minor economic importanced. @det Directive covers the sugar beet (major
economic importance) and the fodder beet (minoneguc importance).

Imposing the same set of obligations for all cropder a same species could be explained by the need
to avoid, in the case where different obligationguld apply, the production of crops of major
economic importance under the less stringent didiga defined for crops of minor economic
importance. Such risk exists for some species peagluction of vine clones under the obligations of
an ornamental and then cultivated for grape or pireeluction) but is not systematic. Keeping listed
crops of minor economic importance is a disincenfor SME’s that would like to exploit these niche
markets, as they may have to support registratohcartification costs, which are not adequatdéo t
size of market.

Finally, the Community S&PM legislation, e.g. tobag do not cover some crops of high current
economic value. Similarly, some crops not covengthle legislation could get an important economic
value in the future with the development of thefloits, e.gmiscanths, sweet sorghum.
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6.1.3. Perimeter of the S&PM legislation

The extent to which the perimeter of each direcisvelearly defined (i.e. the species covered \&rsu
the species not covered) varies between Directives.

Overall, the seed Directives provide in their Agi@ details of the species currently regulated.
Because a minor crop in one Member State may beajarnone in another Member State, the
Directives cater for such anomalies by allowing Nbem States to derogate from applying the
provisions of the seed marketing Directives to apgcies which are not normally reproduced or
marketed in their territory. For example, the UK logrogations against cotton and rice.

Since there has been considerable change in tagveskeconomic importance of crop species over
time, most of stakeholders and interviewees constde appropriate to review the lists of species
covered by the Directives.

Directive 1999/105/EC defines in its article 2 f&ireeproductive material agproductive material of
those tree species and artificial hybrids therediiclv are important for forestry purposes in all or
part of the Community and in particular those whéeh listed in Annex I’

As discussed during the interview of forestry expethere are some practical problems linked with
the expression ‘non-forestry purposes’. Such probldave been summarised in the Report of the
Working Party on Forest Reproductive Material hialtHoeven (NL) in September 2007, as follows:

« ‘Some species which are listed in Directive 1995/EC of the Council can be used for purposes
other than for forestry: conifers can be sown aaged with the aim to be marketed as Christmas
trees, Fagus sylvatica and Carpinus betula as hqugats, Prunus avium as rootstocks for the
production of fruit or ornamental trees;

« When it is clear from the start that harvest of thproductive material and the production of the
plants is not intended for (multipurpose) foresfigme member states prefer to exclude entirely the
reproductive material of these genera or speciesifthe obligations of registration and inspection
such as they are prescribed by the FRM Regulations;

e Other MS however understand from Directive 1999E05that at least the seeds of all the species
listed in annex 1 of the Directive should be ma#edccording to the principles of the Directive,
whatever the ultimate aim of the plants which bélraised from these seeds. This implies that the
origin of each harvested and marketed seed lotlghoeitraceable by means of the reference to an
officially issued master certificate;

« This procedure is however not evident for growerfbpinspection services which have no affinity
with the FRM Regulations. The EC Directives dealimigh propagating material of fruits or
ornamentals do not specify official approval of dg@oducing units or the certification of
reproductive material at harvest;

« There is therefore more than one possibility forketing plants of the above mentioned species:
either accompanied by a suppliers document suchsgecified by Directive 1999/105/EC
(regulating marketing of forest reproductive maadriwith the mention “not for forestry purposes”
or as ornamental plants accompanied by a suppliersument such as specified under Directive
1998/56/EC (regulating marketing of propagating enatl of ornamentals);

« When P. avium is considered as a fruit plant theppgating material and the plants should be
accompanied by a supplier's document or a certiicauch as specified under Directive
1992/34/EC (regulating marketing of propagating en&tl and plants of fruits);

* In some member states the question has arisen arhith reproductive material of Populus and
Robinia, as short or medium term harvestable uoitdhiomass (and therefore considered as “not
for forestry purposes”), should be certified andpected under Directive 1999/105/EC. Unlike the
above-mentioned species, it is not evident to denghem as ornamental plants with the result
that they could be produced in the absence of apgrsision from the authority;
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¢ Many suppliers, especially in the Netherlands amdelgium, find that the negative expression
“not for forestry purposes” should not be part aboabulary to be used in Regulations dealing
with “forest reproductive material” and are there®reluctant to include it on further suppliers
documents based on Directive 1999/105/EC. In thieiw, the expression is in conflict with the
essence of the Directive and they consider thatctistomer is informed enough based on the
category.

As concluded at the working party, there is a rfeedegulatory clarification in the future concergi
marketing of FRM which is clearly considered notke for ‘forestry purposes’ or is clearly not
intended to be marketed or planted for long termradtsy purposes.

6.1.4. Consistency between the provisions of therBctives

The large body of frequently updated legislatioerahe last 40 years may have created issueslof lac
of clarity and coherence.

As regards the internal consistency, the examinaifdahe various Directives has shown the following
type of gaps, discrepancies or inconsistencies:

« Cross-referencing to outdated legislation. For elamin the case of Directive 66/401/EEC on
fodder plant seédthis makes various references to the repealedn@omCatalogue (Directive
70/457/EECY rather than the current one (Directive 2002/53/E®ljnilar inconsistencies were
found in Directive 66/402/EEC on cereal seed

Differences also exist in the specific way in whigeed’ and ‘marketing’ are being described and
presented in each Directive:

* The Common Catalogue (Directive 2002/53/EC) dodscnatain any specific definitions for the
terms ‘seed’ and ‘marketing’;

* By contrast, all of the marketing Directives conta detailed definition for both terms. An
overview of these definitions for each Directivetiod seed legislation is provided in Annex 7;

« The definition of ‘marketing’ is consistently folled in detail in all Directives (see Annex 7);

< Similarly, the seed definitions are detailed in saene way in all Directives, depending on the type
of seed as applicable in each case.

Additional inconsistencies in the definition of @@n terms exist in the different texts. The term
‘cloné is being defined in 2 existing Directives:

< In the vine Directive (68/193/EEC), clone is bettefined as & clone is the vegetative progeny of
a variety which is true to a vine stock on accooftvarietal identity, its phenotypic characters
and its state of health”

* In the forestry Directive (1999/105/EC), clone défon is “Groups of individuals (ramets)
derived originally from a single individual (ortet)y vegetative propagation, for example by
cuttings, micropropagation, grafts, layers or digiss”.

According to experts interviewed, these 2 defimisiocare not fully consistent; and these experts
indicated that during the recast of the fruit Direg, a 3 definition was discussed and accepted.

Latest consolidated version of 3 January 2008.

For example the authorisation provisions for Gleltenial, Article 4a.1 (Directive 66/401/EEC)n the case

of genetically modified material, such authorisatimay be granted only if all appropriate measuraseh
been taken to avoid adverse effects on human heaith the environment. For the environment risk
assessment to be carried out in this respect, togigions of Article 7(4) of Directive 70/457/EEGad
apply accordingly.” Similar cross-references to Directive 70/457/EECGenmound in Articles 13.1, 15.1,
22a.1(b) and in the Annexes of Directive 66/401/EEC

Latest consolidated version of 20 June 2006.
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These kinds of perceived inconsistencies are keynehts to be considered when thinking about
simplification of regulatory texts by reducing theumber. In the section 5.4, FCEC concludes that
the S&PM sector is more and more fragmented tqtiet that S&PM should be considered as a set
of individual crop sectors.

This element points out the necessity/non-necesaity the benefits to solve these internal
inconsistencies. There are no clear benefits tingaw unique approved definition fo€lone’ as this
will take lot of energy to try to get a consensBenefits of harmonizing definitions do not seem
important enough knowing the difficulties of thesenise.

FCEC team consider that harmonization should bgttdor legal provisions across regulatory texts,
but when talking about technical elements e.g. tarmd definitions, harmonization is not fully
required and should be considered on a case-bybess®and on a crop sector-by-crop sector basis.

6.2. CONSISTENCY OF THE S&PM LEGISLATION WITH OTHER EC POINC
INTERVENTIONS

Obvious links exist between the Community legisiatiand the European legislative framework
pertaining to the Community Plant Variety Rightslar® Health, Plant Protection Products,
Genetically Modified Organisms, and Trade; andéhedations are being presented hereafter.

An additional analysis has been done in relationEté legislation on Contaminants in food.
Apparently, there is no link between the S&PM l&disn and this legislation. However, as presented
at section 6.2.2, relations exist when considetiregS&PM sector in the context of the complete food
chain

6.2.1. Plant Variety Rights

Council Regulation (EC) 2100/94 defines the Commyuniles on Plant Variety Rights. It has to be
highlighted that legal basis for this Regulatiorarticle 2350f the Treaty establishing the European
Community when the Seed Marketing Directives areetdaon article 37. This point is further
developed in section related to extension of the ddCPVO (section 7.3.4).

The 2 main links between that Council Regulatiod tie Community S&PM legislation concern the
DUS and variety denomination provisignghich are both required for the purpose of priodecand
the one of registration of a variety on a natidisding.

As indicated in the implementing Directive 2003R0/°, the DUS examination for the purpose of
registration refers to the conditions laid dowrheitin the protocols of the Administrative Courufil
the Community Plant Variety Office (CPVO) or in thest guidelines of the International Union for
the Protection of New Varieties of Plants (UPOV).

The DUS examination for the purpose of protect®ndrried out by taking into consideration the test
guidelines of the UPQV. Those guidelines provideaiied practical guidance on certain aspects of the
examination of DUS and identify appropriate chaggstics for variety description.

As regards examination for the acceptance of awarit is observed that, in certain cases, MS have
decided to adapt the criteria Jigtg. to remove a criteria for better efficiendytlee testing process or
to add a national criteria.

19 Commission Directive 2003/90/EC setting out inmpéating measures for the purposes of Council Direct
2002/53/EC
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The main identified issues are:

« “Variety' " is being defined in Council Regulation (EC) 21@0/Similarly as it defined at UPQV,
but there is no definition of variety in the seedrketing Directive¥;

« Lack of harmonisation of the texts regarding thecdgtion of varieties that should be included in
the reference collection. The one in the 2100/9# ifne with the UPOV convention (a new
variety must be compared with all varieties of camnnknowledge); the one of the Directives is
not (a new variety must be compared with all exgstvarieties in the EU). However, application
of Art. 9.3® of CC Directives leads to the same listings oérefices.

Such elements supports the current discussionmiid CPVO on the possible extension of its role
from the granting of protection of variety rights the DUS testing for variety listing (see section
7.3.4.) inducing the concept obfie key, several dodrs

The second link between the Community legislatiord dhe CPVR Regulation is the variety
denomination. In particular in regard to the endonent of Community Plant Variety Rights it is of
major importance that the varieties which are mteie can be easily identified.

The variety denomination is the only identifier farvariety. Thus, the variety denomination for a
variety must be the same in all Member States. Bhadso required by Article 20 (5) of the UPOV
1991 Act, to which the European Community and nob#s member states are member.

Several stakeholders, mainly from the industry,stder that neither in Directive 98/56/EC nor in
Directive 92/34/EEC the obligation to use the propariety denomination is included in a stringent
and sufficient manner.

The CPVR Regulation determines in its Article 15€Wf variety denominations):

« Any person who, within the territory of the Commiynioffers or disposes of to others for
commercial purposes variety constituents of a ptetk variety, or a variety covered by the
provisions of Article 13 (5), must use the varidgnomination designated pursuant to Article 63;

* Any person effecting such acts in respect of algoiaterial of the variety, must inform of that
denomination in accordance with other provisiontaim or if a request is made by an authority,
by the purchaser or by any other person havingitinete interest.

These two paragraphs shall apply even after thminetion of the Community Plant Variety Right.
Thus, the propagation of a protected variety mostbe offered or disposed of to others without the
proper variety denomination.

" variety' shall be taken to mean a plant grouping withinralsi botanical taxon of the lowest known rank,
which grouping, irrespective of whether the comuatis for the grant of a plant variety right areyuttet, can be:

- defined by the expression of the characteristias results from a given genotype or combinatibgemotypes,

- distinguished from any other plant grouping bg éxpression of at least one of the said charatites;j and

- considered as a unit with regard to its suitabftir being propagated unchanged.

12variety’ definition is under discussion at OECD level.

3|n taking into account the information availablegiber States shall also ensure that a variety wikiciot
clearly distinguishable:

- from a variety previously accepted in the Membeaité&in question or in another Member State, or

- from another variety which has been assessed ®dffrd to distinctness, stability and uniformityatcordance
with rules corresponding to those of this Directiwithout, however, being a variety known in then@ounity
within the meaning of Article 5(1),

bears the name of that variety. This provisionlgtat apply if this name is likely to mislead omsa confusion
concerning the variety in question, or if, pursuanall the provisions of the Member State conceémeaverning
the names of varieties, other facts prevent itsation, or if the rights of third parties impethe free use of that
name in connection with the variety in question.
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Article 1 (2) first hyphen of Directive 98/56/EC @Article 2 of Directive 92/34/EEC rule that these
Directives shall not apply to material shown toiftended for the export to third countries. Thisnis
contradiction to Article 17 of the CPVR Regulation.

It also conflicts with paragraph (11) of the intootion of Directive 98/56/EC, according to whiclisit
in the interest of the purchasers of propagatingera that the names of varieties or of groups be
known and that their identity be safeguarded. Bpislies for purchasers iff'@ountries, too.

Article 1 (2) second hyphen of Directive 98/56/ECalso in contradiction to Article 17 of the CPVR
Regulation, which does not include any exemption tfee use of the variety denomination for
propagating material.

Article 8 of Directive 98/56/EC does not sufficigntstipulate that propagating material may be
offered and sold only with the proper variety demmation. The exemptions in Article 8 (3) and (4) of
Directive 98/56/EC are also in contradiction toiélg 17 of the CPVR Regulation.

In Article 9 (1) of Directive 92/34/EEC it shall beade clear that the variety denomination must be
used. The termwith reference to the variétys not sufficiently clear.

The use of one and the same variety denominatiail Member States must be obligatory. However,
in Articles 9 (2) of Directives 98/56/EC and 92/BEC the use of the variety denomination is put
under a reservation onlyds far as possibig

6.2.2. Human Health (i.e. EU legislation on contamants in food)

S&PM are rarely associated to possible risks to drurhealtheven if several historical examples
demonstrate that adverse effects to human health @en caused by S&PM i.e. ergot alkaloids in
rye varieties.

In order to show the possible interest of considpr8&PM regulatory framework as a tool to
contribute to human health, we are focusing in ainiglysis on contaminants in fqas an example.

Apparently, no link exists between the CommunityP3&legislation and the EU one on contaminants
in food, represented by the following legislatiegts:

» Commission Regulation (EC) No 401/2006 of 23 Felyr2806 laying down methods of sampling
and analysis for the official control of the levefsmycotoxins in foodstuffs;

e Commission Regulation (EC) No 1882/2006 of 19 Ddwerm2006 laying down methods of
sampling and analysis for the official control b&tlevels of nitrates in certain foodstuffs;

» Commission Recommendation 2006/583/EC of 17 AuB066 on the prevention and reduction of
Fusariumtoxins in cereals and cereal products;

» Draft Commission Recommendation on the monitorihghe presence of ergot alkaloids in feed
and food.

Nevertheless, our analysis of the interest in ligkihe S&PM legislation with the EU legislation on
Contaminants in food focuses on the two followirage examples: 1) the control of the levels of
mycotoxins in cereals and 2) the control of theelswf nitrates in vegetables.

Case 1: control of the levels of mycotoxins in akre

EU legislation on contaminants in food regulategiflerent mycotoxins by setting-up maximum
levels in foodstuffs. Regulations in mycotoxins éadween established in many MS to protect the
consumer from the harmful effects on mycotoxins.

The term'mycotoxin’ is used for the toxic chemical produftiemed by a few fungal species (e.g.
Fusarium spp, alternaria spp., Claviceps purpureig,) that readily colonise crops in the field or after

Food Chain Evaluation Consortium 43



Evaluation of the Community acquis on the marketing of seed and plant propagating ntarial
(S&PM)
DG SANCO Evaluation Framework Contract Lot 3 (F@&ithin)

harvest and thus pose a potential threat to humdnaaimal health through the ingestion of food
products prepared from these commodities.

Each mycotoxin is produced by one or more very ifipeftingal species. In some cases one species
can form more than one mycotoxin. For example flegaxins can be formed b&spergillus flavus
Aspergillus parasiticusind a limited number of othéspergilli. Only part of these fungal species is
plant pathogen, other toxigenic species, presetmeiplants, have no effect on the plant health.

The Community S&PM legislation mentions the needxamine the resistance of varieties to plant
pathogen diseases. Such examination is carriedroot an agronomical point of view in VCU
networks and not with the objective of avoiding #ugpearance of mycotoxins in the foodstuffs
processed from those grains. Actually, no provigibthe Community S&PM legislation targets non-
plant pathogen diseases at the source of appeacdmogcotoxins, such afisariuminfecting the
grains of developing cereals such as wheat andemaiz

As highlighted during the interviews, increasing tbonsistency between the Community S&PM
legislation and the legislation for the reductidmycotoxins would imply to attack the problem la¢ t
source and to examine the variety resistance tepatimogen diseases contributing to the production
of mycotoxins. This would require defining examinatcriteria, minimum resistance levels as well as
testing methods, what seems nevertheless quiteutiffo do from a scientific point of view.

Case 2: control of the level of nitrates in vegétab

Currently, the examination of any new variety ofgetable plant doesn't look at its capacity of
absorbing nitrates from soil leading to possiblanho health & environmental impacts. Better
consistency between the Community S&PM legislatiod the legislation for the reduction of nitrates
in foodstuffs could be achieved by examining thesaaption capacity of varieties used for the
production of vegetable, as several intervieweelcated that genetic variability exists for this
characteristic.

Today there is no legislative obstacle for breedersvork on such characteristics interesting for
human health and environmental protection, buthenother hand the current legislative framework is
not an incentive to guide the breeders in thesectiims knowing that, today, breeders can hardly
value this characteristics on the market place.

In conclusion, these two simple examples may demonstrate theeual consider plant breeding as
one component of public health strategy and thential for integrating such kind of criteria during
the examination of varieties for acceptance as etabke S&PM. To answer to the question if there is
a need to use seed legislation for driving plaeedng efforts as a tool in food safety, publicltiea
strategies and environmental protection, a deapaysis is required.

Plant breeding future is oriented toward qualitdemand of the consumers for better food and
improved nutritional composition of food produdtsit could benefit from plant breeding.

6.2.3. Plant Health

The emphasis on plant health varies considerabtyngst the various Directives. An overview of the
key relevant provisions of the S&PM legislatiopievided in Annex 9.

The provisions on plant health are most prominerihé Directives dealing with the marketing of PM,
in particular those on seed potatoes (Directive2ZB®EC), vegetable and fruit PM (Directives
92/33/EEC and 92/34/EEC) and the PM of ornamentahtp (Directive 98/56/EC). In these
Directives, reference to both quality and plantlthe®s consistently made throughout the legislation
(see Annex 9). These make provisions for harmoncsedlitions on plant health, to be established
based on Community comparative tests and trias,nittification of plant health problems to the
Standing Committee on Plant Health (SCPH), andetigvalence of imports from™3countries if
these plant health conditions are satisfied.

The most thorough of the seed marketing Directwis regards to plant health appears to be the one
on seed potatoes (Directive 2002/56/EC). This mheturules on Community comparative tests and
trials to be used to develop harmonised methodsHecking conditions of compliance, including on
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plant health. Even in this case, no specific refeeeis made to the relevant horizontal plant health
legislation, except under the conditions of equmak for imports from'3countries where reference
is made to compliance with the conditions of Dinex000/29/EC.

Plant health Regulation (Council Directive 2000EX9) targets_quarantine diseasefen plant
diseases distinguish between ‘quarantine pests'cuadity diseases & pests’ (see figure 5).

According to the definition of the InternationalaRt Protection Convention (IPPC), quarantine pests
are pests of potential economic or environmentabirfance to an area, which are not present there or
which, if present, are not widespread, and aregpeificially controlled.

Council Directive 2000/29/EC addresses protectiveasnres against the introduction into the

Community of organisms harmful to plants or plandbducts and against their spread within the

Community Based on this Directive, national plant protattervices are charged to conduct regular
surveys on the presence of certain harmful organisnthe respective Member States and to take the
appropriate measures to prevent further spreaditigese organisms within the Community.

Action to exclude, contain or eradicate them iodinated across the European Community through
Council Directive 2000/29/EC which regulates thevemaent within the EU of certain plants or plant
products and other objects which are potentiali@ariof quarantine harmful organisms of relevance
for the entire Community.

Other specific EU regulations are crops specifehsas in potatoes where 4 main Directives regulated
potatoes diseases contfollhe quarantine pests have a zero tolerance vitkiEU.

Plants, plant products and other objects are suttjepecific conditions governing the control lo¢ir
production that include inspections at the placprotiuction to secure zero presence of the patisogen
They are also to be accompanied by a plant pasgpert moved. This document gives evidence that
the material has successfully undergone the Contynahéecking system.

Quality diseases & pests are pests that affead wetl quality of the production but that do notlifya

as quarantine pests and are not covered by thel@aith legislation, mainly because they are diyea
widely distributed and are hardly dependent on hunmtervention for their spread. Within this
category, a small group of pests, i.e. the regdlat;-quarantine pests, are nevertheless prohibited
only permitted within a certain tolerance on plagtmaterial such as certified seed potatoes, seeds
and certain ornamental, vegetable and fruit pldfas.seeds, it is specified that all harmful orgars
must be at the lowest possible level.

Figure 5 — Regulated pests within the EU

Quarantine pests: Regulated non - Quality diseases
zero tolerance quarantine pests & pests
within the EU

14 Council Directive 69/464/EEC on control of Potatarth Disease, Council Directive 2007/33/EC on the
control of potato cyst nematodes, Council Dirextd8/85/EEC on the control of potato ring rot, &wlncil
Directive 98/57/EC on the control Bfastonia solanacearum.
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DG SANCO has established a working group in 2004exohange information on the issue of
Regulated Non-Quarantine PéstsMost likely the harmful organisms listed in theor@munity
legislation, in particular those which are transeaiton plants for planting, may qualify for RNQPs.

Council Directives on the marketing of S&PM lay dowgeneral plant health requirements such as
“harmful organisms which reduce the usefulnesshef $eed/propagating material shall be at the
lowest possible leveland some specific ones including requirementsvieeds. In particular, a clear
link exists between Directive 2002/56/EC on the kating of seed potatoes and two Directives on
control of Potato Diseases, i.e. Directive 69/4&4Eon control of potato wart disease and Directive
2007/33/EC on the control of potato cyst nematodes.

The responses from the qualitative survey indicatehat 81% of respondents to this question
(n=201) consider that the Community legislation orplant health has had a positive impact on
the free marketing of S&PM (Q 1.1.4., n=201). In thir comments, a few respondents specifically
mentioned that, despite the overall positive effesf some unrealistic or unreasonable
requirements in the Community legislation on planthealth do have a negative impact

The analysis of stakeholders’ comments to the supgestion on the consistency between the
provisions of the Community S&PM legislation andgk of other regulations (Q 1.1.6.) shows some
inconsistencies between Directives on the marketfriggPM and the plant health as follows:

Inconsistencies in the legislation

e There is some duplication between the PM Directimed the plant health Directive, with some
organisms listed in both;

e Concerning flower bulbs, the requirements of Diraxt 98/56/EC and 2000/29/EC differ on some
points for the same crops;

* Inconsistencies within the S&PM regulations haveoabeen notified during the interviews,
especially for vegetable when considering PM predurom seed. A plant producer has to
guarantee that the plants he is selling are pathfrge, when the seed he is buying to produce its
plants are not pathogen free guaranteed as theofigtathogens between the 2 Directives are not
identical,

» The above marketing Directives refer to the relévab horizontal plant health legislation,
although in most cases this is in reference toddire 77/93/EEE® which has been repealed in
2000 (Directive 2000/29/EQ). The reference to the current Directive 2000/Z9Has therefore
not been consistently updated in these Directives;

* The seed Directives, with the exception of the t&gle seeds and the seed potatoes ones, make
no reference at all to plant health. This is intcadiction to the Common Catalogue (Directive
2002/53/EC) which includes provisions for prohiitiof use if plant health risk is established,
although without making any specific referencehe televant horizontal plant health legislation
(i.e. to Directive 2000/29/EC or the repealed Diirec77/93/EEC).

Inconsistencies linked to the implementation ofie¢lgéslation

¢ Under the Directive on the marketing of seed pem{@002/56/EC) transport of Farm Saved Seed
(potatoes intended for planting for own use) frome groduction site to another is allowed
without the obligation to certify them. However anting to the plant health Directive 2000/29

* ‘Regulated Non-Quarantine Pest’ is defined asm-quarantine pest whose presence in plants foitiptn

affects the intended use of those plants with amemically unacceptable impact and which is therefo
regulated within the territory of the importing ¢@cting party.

6 Council Directive 77/93/EEC of 21 December 19T6pootective measures against the introduction tinéo
Member States of harmful organisms of plants ontgbeoducts

" Council Directive 2000/29/EC of 8 May 2000 on feaiive measures against the introduction into the

Community of organisms harmful to plants or plamtducts and against their spread within the Comtyuni
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transport of (uncertified) potatoes intended faanping (including Farm Saved Seed) from one
production site to another should be accompaniedrblfuropean plant passport, and this should
be controlled by the authorities;

» The fact that responsibilities for marketing Direes and plant health Directives are split over
different authorities in most of MS, leads to imgfincies in inspections and sometimes
contradictory approaches. For example the markefngectives allow for delegation of
inspections under official supervision’ whereas plant healthiddtive allows delegation provided
that the organisation that gets the mandate isingxclusively for public authorities;

» Seed potatoes officially certified on the basisDafective 2002/56/EC should satisfy minimum
conditions as specified in Annex | and Il of thedative. A number of these conditions are related
to certain plant diseases. Seed potatoes usedSaareSn general not officially inspected, even if
in some MS there is an obligation for official ilegion. Directive on brown rot control lays down
a specific timing for notification of results ofguit health controls on farm saved seed, but does
not say that it is a MS obligation to incorporateSFin their surveys. It is the opinion of several
interviewees, that, to ensure the quality and plaedlth in the future, control and registration
should be applied to FSS as well.

In conclusion, these inconsistencies should be considered asich ipetter consistency could be
achieved quite easily on topics such as registratiefinitions, and documents. One MS authority
proposes to transfer quarantine disease from sesketing Directives to plant health Directive to
avoid duplication.

As the plant health regulatory framework is plantetie evaluated in early 2009, it is recommended
to share this analysis with the SANCO officersliarge of that sector.

From an organisational point of view, it seems ttisre is room for better integration of the
phytosanitary inspection with the inspection foe thurpose of certification. This point is further
evaluated at section 7.2.11.

6.2.4. Plant Protection Products (PPP)

Council Directive 91/414/EC concerns the authorgtplacing on the market, use and control within
the Community of plant protection products in comeiad form and the placing on the market and
control within the Community of active substances.

According to the Council Directive, Member Statbalsprescribe that plant protection products may
not be placed on the market and used in theirtdeyriunless they have authorized the product.
Member States shall also ensure that a plant greteproduct is not authorized unless its active
substances are listed in Annex | of the Directlmeother words, whereas the authorisation of active
substances takes place at Community level withstegion on a Community list, the one of plant
protection products takes place at the level ohéas.

The responses from the qualitative survey indicatehat 60% of respondents to this question
consider that the Community legislation on PPP hadad a negative impact on the free
marketing of S&PM (Q 1.1.4., n=162). This proportim increases to 89% if we consider the
responses of the group Suppliers (n=70).

In their comments, several industrial stakeholdieys the group Seed specify that the lack of a EU
wide authorisation for PPP for use_as seed tredtaenl the related lack of a common provision for
the marketing of such treated seed in line with gkeeral seed marketing Directives constitute a
major obstacle for the S&PM industry.

As an example, PM treated with PPPs could cauddgms after delivering the PM or the produce in
other MS because the PM contains a PPP which hdsera authorized in that specific MS.

A new proposal for a Regulation on pesticides (Rgn of the European Parliament and of the
Council concerning the placing of plant protectipmoducts on the market and repealing Council
Directives 79/117/EEC and 91/414/EEC) is alreadgy \e&dvanced in the pipeline and should be
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adopted by the European Parliament and the Coimc009. This proposal deals with the seed
treatment as it foresees that a seed treatmenugragproved in one Member State will be accepted
in all the other Member State. This will guaranteefree circulation of treated seed.

Some stakeholders from the group PM mention thatatailability of plant protection products in
Member States has decreased due to the re-evaludtactive ingredients on Community level, what
gives less possibility to control plant diseasedusive the diseases regulated in the plant health
Directive.

In conclusion, inconsistency exists between the Community S&Pdislation and the PPP Directive
in what concerns the marketing of treated S&RI¥ seeds accepted for marketing within the entire
Community must be registered in each MS to whidh ihtended in what concerns the products used
for seed treatment. Further consistency would becked for in the future.

The new proposal for a Regulation on pesticides gshauld be adopted by the European Parliament
and the Council in 2009 is considering this issne &cludes provisions to guarantee the free
circulation of treated seed.

The European Commission has proposed a strateggn(@iic Strategy on Sustainable Use of
Pesticidesto address the threats posed by the use of estito human health and the environment.
A proposal for a Framework Directive sets out comrobjectives and requirements in order to ensure
coherence throughout the EU between the MembeesStahich have already adopted measures
addressing these threats and those who have netstfétegy will also contain two additional law
proposals: one on the requirements to be met by pesticide application equipment and the other
one on the collection of statistics on plant protec products. Together with the strategy, the
Commission has put forward a proposal for a Regulatvising Council Directive 91/414/EC on the
placing of PPP on the market.

These proposals on the Thematic Strategy on SastaitUse of Pesticides are under discussion, but a
clear monitoring of the outcome of this proposalidentify possible inconsistencies with S&PM
legislation (e.g. requirement to establish a piektifree buffer zone around water points may lead t
difficulties to farmers for seeding within thesdfleuzones when using treated seed).

6.2.5. GMO’s

The policy on GMO's relates to three main aspdbisrelease of GMO's in the environmgthie food
and feed safetgnd the coexistence

Directive 2001/18/EC of the European Parliament @fnithe Council on the deliberate release into the
environment of genetically modified organisms easuhat the MS take all appropriate measures to
avoid adverse effects on human health and the @mient, which might arise from the deliberate
release or the placing on the market of GMOs.

Regulation (EC) No 1829/2003 of the European Radia and of the Council on genetically modified
food and feed lays down Community procedures feratthorisation and supervision of genetically
modified food and feed as well as provisions fairtkabelling.

Regulation (EC) No 1830/2003 of the European Radiat and of the Council provides a framework
for the traceability and labelling of geneticallyodified organisms and the traceability of food and
feed products produced from genetically modifiegbmisms.

No compelling Community legislation exists on thgpach of co-existence. Since only authorised
genetically modified organisms (GMOSs) can be calidd in the EU and the environmental and health
aspects are already covered by Community legislative issues to be addressed in the context of
coexistence concern the economic aspects of theéuraixof GM and non-GM crops and the
appropriate measures to prevent such mixture.

Article 26a of Directive 2001/18/EC allows Membenat®s to take appropriate national measures on
coexistence in order to avoid the unintended pEseh GMOSs in other products, without, however,
establishing an obligation for Member States te tagtion.
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On 23 July 2003, the Commission adopted Recommimd2003/556/EC on guidelines for the
development of national strategies and best pext ensure the coexistence of genetically matlifie
crops with conventional and organic farming, whishintended to help Member States develop
national legislative or other strategies for coense. It contains a list of general principlesbt®
taken into account when developing national apgres@nd a list of technical measures.

Coexistence measures of the MS have to be notifiedpplication of Directive 98/34/EC. DG
Enterprise together with other DGs, including DG NE?O, assesses the measures for their
proportionality and their compliance with the prple of free marketing laid down in Article 22 of
Directive 2001/18/EC.

Overall, the logical structure and cross-referegpcifithe Directives in terms of the provisions tielg
to S&PM of GM varieties merits further alignment ttee European legislative framework on GM
material.

An overview of the key relevant provisions of th&PB/ legislation is provided in Annex 8. In most
cases, these provide for an environmental impasesssnent, in accordance with Directive
90/220/EEC on GMOs, as a pre-requisite to the apraf GM varieties for entry into the national
and Common Catalogues and for the authorisatioGNMf varieties for marketing purposes. This
reference is outdated as Directive 90/220/EH@s been repealed by Directive 2001/184hich
lays down the methods and procedures for suchsasssient. Only Directive 68/193/EEC makes the
correct reference to the current GMO legislatioa. Directive 2001/18/EC).

A further number of gaps, discrepancies or incéesises can be noted, as follows:

¢ Under the authorisation for marketing provisiof® link to the measures taken to avoid adverse
effects on human health is not pursued to the sat@nt as the link to the environmental effects.
The environmental impact assessment required iordance with the provisions of Directive
90/220/EEC is laid down in the various relevantiddes of the Common Catalogue Directive and
in the marketing Directives (see Annex 8);

¢ On the other hand, reference to the approval dongitin connection with the human health
objectives, in the context of the GM food and faednade only briefly in the Common Catalogue
Directive (preamble 17 and Article 4.5) and is abtall found in the majority of the marketing
Directiveg’;

* In the case of the old marketing Directives (fodgdéant seeds and cereal seeds, Directives
66/401/EEC and 66/402/EEC respectively), the emwmental impact assessment for the
authorisation of the marketing of GM varieties reféo the provisions of Article 7(4) of the
repealed Common Catalogue Directive 70/457/EE@erahan the actual Directive 2002/53/EC.

The responses from the qualitative survey (Q 1.1.4=156) indicate that 65% of respondents
consider that the Community legislation on authoriation of GMO’s has had a negative impact
on the free marketing of S&PM, mainly because of th lack of thresholds for the adventitious

8 Council Directive 90/220/EEC of 23 April 1990 tre deliberate release into the environment of teally
modified organisms

' Directive 2001/18/EC of the European Parliamemt af the Council of 12 March 2001 on the deliberat
release into the environment of genetically modifieganisms and repealing Council Directive 90/EHL.

20 With the exception of:

« The legislation on vegetable seeds (Directive 28RYHC). This Directive has a speciaklf-standing’
structure, with a combination of provisions foristgation to a common catalogue (such as those mmade
Directive 2002/53/EC) and for authorization of netikg. Under its registration provisions (which are
similar to those of Directive 2002/53), Directive@®/55/EC makes reference (in preamble 17 andlArtic
4.3) to the novel foods Regulation 258/97 and &o@M food and feed Regulation 1829/2003/EC;

« Directive 98/193/EEC. This includes extensive refiee both to environmental impact assessments
according to the GM legislation as it currentlymsts (Directive 2001/18/EC), and to human healtbaff
according to the provisions of the GM food and f&adjulation 1829/2003/EC.
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presence of GMOs in non-GM seed lots. When consideg the group ‘Suppliers active in the
seed sector’, this proportion increases to 91% (n+4j.

The lack of provision in the seed Directives on theeshold for_adventitious presenck GMO's,
meaning that the current situation is unclear. Menttates follow different approaches concerning
the threshold of adventitious presence of GMO s8ederal interviewees mentioned that some MS
established ‘more or less official’ thresholds with important variability. With the GM Food and
Feed Regulation, the EU set such a labelling tluldsdt a level of 0,9% for the adventitious pregenc
of GMOs and derived materials in non-GM food aneldf@roducts, but there is still no threshold for
the presence of GM seed in non-GM seed.

The seed Directives define minimum isolation disesthat can be different to the ones defined in the
MS regulations on coexistence. For instance, ahmm)Directive 66/402/EEC requires that the crop
of Zea mays Lis at a minimum distance of 200 meters from neighing source of pollen which may
result in undesirable foreign pollination, wherdhe national regulations on co-existence for GM
maize impose minimum distances of 25 meters in Natherlands, 200 meters in Luxemburg, 400
meters in HU. These elements are perceived as sistencies by several stakeholders, but these
different distances address different issues: paéty on the one side and labelling rules on ttheeo
side.

In any case, it could be said that for seed prodicthe isolation distances that would be requiced
ensure the current extremely low levels would becimionger than the ones established by the
national coexistence laws. The reason is that énaibsence of seeds thresholds, MS have not yet
defined isolation distances for seed productiomaize to prevent from GM contamination (such
distances could not be specified anyway), but sbt8ehave specified such distances for other crops.
The current situation leaves producers of maizessagth the difficulty that they cannot rely on the
obligation for GM producers to implement the distes required. Thus the burden of responsibility
for coexistence lies on the GM crop growers vissanon-GM crop growers, but it lies on the seed
producers in the case of seed production.

However, it has to be mentioned that due to thetfet GM crops production has not occurred much
in seed production areas, the application of ctexee rules regarding seed production has not
become a practical issue in most regions.

A couple of other aspects require harmonisatiope@ally when defining a threshold for adventitious
presence:

e Sharing of responsibilities for seed producers (&vhon-GM);
e Purity measurements (PGR visual inspection).

Several interviewees mentioned that high qualitytifted seed is one of the measures for the
management of coexistence. In seed production, $egat obligations like e.g. minimum distances
and regulations on crop rotation are applied totrgeaeral criteria. Other measures traditionallydus
like special field inspections and elimination dftypes, barrier crops and many others are volynta
requirements set up for the special purpose ofymiod seeds for very specific market demands may
help in managing coexistence.

In conclusion, whereas no Community legislation exists on tleei@sof coexistence, the MS have
developed their own regulation on this matter, wie lead to differences between MS and potential
problems of definition of responsibility in case &M contamination. Majority of stakeholders
consulted during the survey asks for the definibba minimum threshold for adventitious presence.
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6.2.6. Trade policy

The responses from the qualitative survey (Q 1.1.4n=154) indicate that 66% of respondents
consider that the Trade policy (e.g. Policy of DG fiade, SPS agreement, TBT agreement) has
had a positive impact on the free marketing of S&PM 14% of respondents consider that it has
had a negative impact.

When specifying the reasons therefore, they meitkiah

« Trade agreements obstruct the limitation of marigtiuthorisation for transgenic seeds and the
geographic protection of local varieties (5 respmnd);

« The non-compliance of EU with international rules @MOs put EU farmers at a disadvantage
compared to their competitors worldwide (3 respoise

The analysis of stakeholders’ comments to the supgestion on the consistency between the
provisions of the Community S&PM legislation andgk of other regulations (Q 1.1.6.) indicate that
there is a good consistency between the EU S&Psl&pn and the trade policy, because of the
overall compatibility of EU provisions with interi@nal standards, agreements and procedures (see
section 7.2.4. below on Coherence with OECD andBM¥E standards).

Food Chain Evaluation Consortium 51



Evaluation of the Community acquis on the marketing of seed and plant propagating ntarial
(S&PM)
DG SANCO Evaluation Framework Contract Lot 3 (F@&ithin)

6.3. IMPLEMENTATION OF THE S&PM LEGISLATION IN THE MEMBER
STATES

Sections 6.3.1 to 6.3.6 below examine the impleatant of the S&PM Directives, in particular their
simplicity, ease of implementation, utility, effacness, efficiency as well as the conclusions ftioen
recent experience of such implementation in the M&y

6.3.1. Simplicity of the S&PM Directives

The responses from the qualitative survey indicatéhat 35% of the respondents to this question
(Q 1.1.6, n=232) believe that the provisions of thB&PM legislation are not at all or not much
easy to understand.

Graph 8 - Provision of the EU S&PM — Extet to which the legislationis easy to understand
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When considering the responding authorities onlghsproportion decreases to 24% for respondents
active in policy-making (n=62), to 19% for respont¥eactive in registration (n=58) and to 12% for
respondents active in certification (n=74).

The proportion of respondents indicating that tmevisions are not at all or not much easy to
understand is larger for the group ‘Seed’ (43%espondents, n=152) than for the group ‘Propagating
material’ (20%, n=56) and the group ‘Forestry Meter(21%, n=24).

When looking at the comments provided by the redpots to this question, it seems that such
difficulty is mainly attributable to the complexityf the subject matter, the legal character of éhos
texts (legal language is not always easy to readefg. users of S&PM), the importance of the
technical component in those texts (not all readeestechnical experts), the existence of a maih pa
referring to annexes anite versa

Nevertheless, majority of respondents acknowletigeguch characteristics are unlikely to change in

the future and believe that the existing Directivasst remain separate. They are too many complex
and unique issues for certain individual speciesgkample potatoes, so that a composite document
compiling several Directives would be confusing.

The update of several Directives in 2002 (CommoralGgue Directive and some seed marketing
Directives) is expected to have brought more clasitd rationality. Contrarily, the old Directives
appear as more complex and confusing as they rewsr been recast (see section 6.1.4.)

Most of respondents also consider that the Diresticould also be improved as regards their
consistency with the Community legislation on plagalth, plant protection product and GMO (see
sections 6.2.3. to 6.2.5) and the clarity of somghmical provisions (e.g. technical provisions for
fodder plant species).
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6.3.2. Ease of implementation of the S&PM Directive

17% of stakeholders responded to the question (Q1L6., n=215) of ease of implementation of the
S&PM Directives with “not at all” or “not much”.

Graph 9 - Provision of the EU S&PM — Extent to whit the legislation is easy to implement
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The reasons they specify for explaining such difficrelate to the complexity of the subject matter
the lack of clarity of some provisions or definit®and cases of inconsistency with e.g. the plant
health requirements.

As mentioned by some stakeholders, the easinegmpémentation also depends on the level of
development of the political and administrativeistures.

The type of legal instrument can also act on thsineas of implementation. With a Directive, nationa
authorities know the result to be achieved andashtlie form and methods for transposing it intirthe
national legal framework. Compared to a DirectimeRegulation is of general application and is
directly applicable in all Member States.

When asked about their willingness to maintain &ives or to replace them with Regulations (Q
1.2.3.), majority of respondents to the qualitasuevey are in favour of maintaining Directives.isTh
point is further discussed at section 7.3.2.

6.3.3. Utility of the S&PM Directives

The possible difficulties to understand and/or enmpént the legislation (see sections 6.3.1 and)6.3.2
seem not to impact on the opinion of stakeholderghe overall utility of the Community S&PM
legislation. The responses from the qualitative survey show thab9% of respondents find it
partly useful and 39% of them find it fully useful (Q 1.1.6., n=231).

When looking at the value of the Directives of tlegislation (Q 1.1.7.), the large majority of
respondents find them valuable or very valuablsuasmarised in the table below:
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Graph 10 — Utility of the 12 Directives of the legilation
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Compared to the other Directives, Directive 20083 (beet seed), as well as Directives on the
marketing of vegetable, ornamental and fruit prepiag and planting material are considered as a
little bit less valuable.

As regards the legislation on propagating matetie reason mainly mentioned by stakeholders is
that it contains general provisions only (with exgion of Directive 68/193/EEC) and does not define
precise norms for quality. In their opinion, thdidigion of such norms would however be a difficult
challenge considering the very large diversitynaf $pecies concerned.

Some stakeholders of the beet sector considetiteatquirements for beet seete mainly created
by the sugar industry.

Stakeholders’ criticism on the fruit Directivefers to the fact that national certification esctes seem
to prevail in this area. A Commission proposal drecast of the fruit Directive is currently being
discussed at Council leVélOne objective of the new Directive is the harrsatibn of the conditions
of plant health and quality applicable to the filiint propagating material and fruit plants intechd
for fruit production.

6.3.4. Effectiveness in achieving the free marketgof S&PM in the
EU
Questions 1.1.1. to 1.1.3. of the qualitative syrasked about the effectiveness of the EU S&PM

legislation in 1) ensuring the marketing of newietes with better characteristics, 2) ensuring the
marketing of S&PM of good quality and 3) facilitagi the free marketing of S&PM in the EU.

L At the time when the evaluation was carried ouEcmmission proposal for a recast of the fruit
Directive was discussed at Council level. CoundgikeBtive 2008/90/EC, based on this proposal, was
adopted on 29 September 2008 and was publishbé i©d L 267 on 8 October
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Graph 11 - Effectiveness of the EU S&PM legislation
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Most of respondents consider that such effectivenedias been at least partly achieved, i.e. 89%
of respondents (n= 210) have answered ‘partly’ offully’ for point 1), 96% of them (n=230) have
answered ‘partly’ or ‘fully’ for point 2) and 91% o f them (n=228) have answered ‘partly’ or
‘fully’ for point 3).

As summarised by one respondent, generally, thisléign has been effective in ensuring the
marketing of ever better varieties to European grewlt has established rules and operating pesctic
that have helped the European seed industry tonee@oworld market leader in terms of turnover as
well as in terms of volumes, producing the higlustlity of seeds for use inside as well as outdide
EU. Section 7.1.4.2. provides figures on the yietitease and the genetic progress of varieties.

48% of respondents (n=228) consider that the EU S&R legislation has been fully effective in
facilitating the free marketing of S&PM in the EU. Such proportion increases to 73% when
focusing on the respondents from the forestry &ne22). Representatives from national authorities
have a more positive opinion on this aspect than@ations of users and suppliers, i.e. answely'ful
mentioned respectively by 68% of respondents activeolicy making (n=59), 68% of respondents
active in registration (n=56), 66% of respondetiva in certification (n=71), 39% of associatiafs
users (n=36) and 25% of association of suppliet81h This however does not mean that users and
suppliers were not satisfied, as only 28% and 188pectively have mentioned that the legislation
was ‘not al all’ or ‘not much’ effective to the aiaf free marketing.

To explain the possible lack of effectiveness a ®&PM legislation, several respondents have
commented as follows:

Effectiveness in ensuring the marketing of newetias with better characteristics

« In the view of several stakeholders, the introductf new varieties depends on the possibilities
to get a good return on the investment in breedling current legislation does not ensure the
effective official support for the enforcement akbders’ rights resulting in a lack of return of
investment for breeders. This leads to a dimingh@tonomic interest in certain crops, in
particular in small and fragmented vegetable markéthis shortcoming is threatening a
sustainable positive development in these cropisariuture;

* The acceptance of varieties with better charatiesisas been differently interpreted according to
the country;

«  Whilst the legislation has been generally effectivere is an inherent lack of flexibility which can
be to the detriment of varieties with specific dweristics.
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Effectiveness in ensuring the marketing of S&PMaafd quality

* Quality doesn’t (only) depend on the S&PM legigiati The quality standards, which companies
take into account, are often higher than the staisdizm the Directives. The higher standards are
used in order to get a strong market position;

* In vegetable cropgjuality has been driven primarily by the marketl &y advances in breeding
technology which have encouraged the developmenhybfid varieties, rather than by the
legislation. Several stakeholders also considert theither seed certification nor VCU
requirements contribute to improving vegetable spaality. Certified seed are not marketed by
the vegetable seed industry and are not demandéd bystomers. Seed companies consistently
produce standard seed at quality levels that amsiderably higher than the ones established by
the seed marketing Directive for vegetable seed;

« In the past the fruit Directiv92/34/EEC) has been effective for strawberried apples but
nowadays their quality is more regulated by theketarlt remains of more importance for soft
fruit like burrs, berries and raspberries. For CA@&terial, the sufficient quality has not been met
because requirements are too general;

« For ornamentalghe introduction of the EC Plant Passport (Dikec2000/59/EC) has been more
effective on the quality (quality aspects concegrpests and diseases) than the legislation;

* With regard to_seed potatgehe market requirements have changed dramatioadly the years
but changes to the legislation take too long topk@ace with these changes in quality
requirements;

« With regard to plant health, the tolerances are High for several diseases and some of the
diseases are not regulated.

Effectiveness in facilitating the free marketindgs&fPM in the EU

* The invoking of national safeguards, the lack of@nization of registration protocols (DUS,
VCU), even if for DUS Directives 2003/90/EC and 2(3L/EC impose the use of CPVO or
UPOV protocols for nearly all species covered by ttmarketing directives, the lack of
harmonization as regards to the implementation hyftgsanitary requirements and the lack of
common rules for the marketing of treated seed|atie of legislation of grass seeuxtures (has
been solved but with delay), are problems thatlian&ing the free marketing of the S&PM
between the Member States in the EU. They constituisk of ade-factore-nationalisation of the
legislation covering the seed sector;

* There is a lack of transparency about certificaioneme requirements within MS, which restricts
the movement of certified material between schemes;

e Acceptance of pre-basic and basic propagating mahtarfruit speciesstill depends on bilateral
arrangements between MS. Free marketing is ongyfouCAC materials;

« The legislation was not effective in facilitatinpet free marketing of seed of conservation
varieties

e The lack of thresholds for adventitious presencé&bO has made free marketing of seed of
species with currently known GM events very difficu

Finally, the very large majority of respondents tothe survey (EQ 1.1.5.) consider that the
legislation has positively contributed to the compé@iveness of the S&PM within the EU (84% of
208 respondents), the competitiveness on the wontdarkets of S&PM produced in the EU (78%
of 185 respondents), the income of plant breeder8d% of 170 respondents), the income of
S&PM producers (83% of 173 respondents), the incomef farmers (79% of 169 respondents)
and the funding of plant breeding improvement effots (74% of 155 respondents).
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6.3.5. Efficiency in achieving the free marketing ©0S&PM in the
EU

The overall opinion of the FCEC team is that theP8&sector has always looked at an efficient
process (including variety registration and cegéifion), mainly because the profits are not aselamg
this sector as for other agricultural inputs, sastpesticides, as well as due to the short liféecyt
the S&PM products.

Nevertheless, as commented by several responderite tqualitative survey, some elements have
contributed to reduce such efficiency, in particdathe lack of harmonisation between the national
provisions; 2) the creation of impediments by nadimfficial or semi-official bodies.

Lack of harmonisation between the national provisio

« Insufficient equivalence between the national tegi®on and/or certification schemes; e.g. some
MS impose VCU test for turf grasghereas some other do not, different rules fdd fiespection,
no rules for re-labelling, etc.;

e Lack of Common Catalogue for fruand vine

* Lack of harmonised interpretation of seed healtjuirements; e.g. different threshold value for
seedborne diseases in different MS;

e Lack of harmonisation for DUS test which drives GP¥nd MS to analyse DUS results based on
different basis;

« As regards ornamental;sufficient harmonisation of regulation for \&t§i denomination (i.e.
cultivar naming);

* As regards_forestry reproductive materikick of harmonisation of the supplier's documents
elaborated in different languages.

Impediments created by national official or senfiecdl bodies
Seed:

+ Establishment of national recommended lists basethe VCU recommended trials carried out
for the varieties listed on the national catalogue;

< Additional control in a MS of seed potatoes certifin another MS to preserve the national seed
potatoproduction from the introduction of parasite thet absent on their territory such as potato
virusYntn, Powdery scab, Rattle virus, etc.

FRM:

e Establishment of list of recommended provenancisn @ssociated with premiums for the users,
which favour the locally produced materials;

« Demand for additional information over and abowitttmsspecified in the Directive.

PM:

* Specific requirements for suppliers of vegetabéntd to treat the seeds they use against PepMV;
* Instructions in a MS not to sell young plants ioier MS.

More generally, several stakeholders highlighteat there is currently not a level playing field in
costs applied for variety/material registration &&PM lots certification from one MS to another as
well as in the distribution of costs between theliguand the private bodies throughout the EU, what
could have distorted the market in some cases.
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6.3.6. Results of the in-depth study in new Membe3tate(s)

The comparison of the responses provided by newtdviBe ones provided by the EU15 MS to the
guestions of easiness of understanding and eash@splementation of the Directives (Q 1.1.6.) is
as follows:

Graph 12 — Easiness of understanding: separate rd¢siof EU12 and EU15 MS

New MS (n = 58 21 41 38

EU 15 MS (n = 176) I 36 50 11
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A larger proportion of respondents from the NMS sidar that the Directives are fully easy to
understand (38% compared to 11%).

Graph 13 — Easiness of implementation: separate rels of EU12 and EU15 MS

New MS ((n="5%) . 18 59 16

EU 15 MS (n = 159) 13 68 18
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Contrarily, a larger proportion of respondents fribla NMS consider that the Directives are not lat al
or not much easy to implement (25% compared to 14%)

From these general results covering all NMS, a eleapalysis has been carried out in Romania by
face-to-face meetings in Bucarest with nationalharties (Ministry of Agriculture: National
Inspection for Quality of Seeds and 1S1)Sand representatives of the suppliers (ANSEM).

22|STIS is the state institute for variety testinglaegistration in Romania
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Inputs and comments from the AMSEM were quite ldit As all EU provisions have been
implemented in national laws during a large pewbdime, about 10 years, as explained below, the
exercise has been quite transparent for the supplie

Ministry of Agriculture representatives for bothgigration and certification indicates that the
Directives were quite easy to understand and teatranslation and implementation in the Romanian
regulatory framework has not created major issues.

Harmonisation with EU texts started in 1997 witheaast of the national regulatory framework as
well as with complete reorganisation of the strumsu Based on Law n° 57/1997, the State
Commission for Variety Testing and Homologation waserganised and so, the State Institute for
Variety Testing and Registration (ISTIS) was esthlgld, with the same attributions and
organisational structure. It functions on the basfighe Law N° 266/2002, as a public institute
subordinated to the Ministry of Agriculture and RumDevelopment. ISTIS performs technical
examination of the Romanian and foreign varietidsgctv apply for the registration in the national
catalogue of varieties of agricultural and vegetadpecies. After these two rounds of legislativé an
organisational adjustments (1997 and 2002), a tmedhappened in 2005.

Romanian authorities have been supported durisgtthnsition period through 2 major projects. First
support came from the NL, based on a 2 year préijgahced by NL government, and was mainly a
legal support for addressing harmonisation issdé® second project was a PHARMroject,
financed by both EU and RO, which took place in206. Several experts coming from NL and FR
concentrated their support on implementation ofifteation schemes. It has to be highlighted, also,
that RO was present at OECD for a large numbereafs; so was very aware of EU standards and
provisions before starting the harmonisation. Taspect facilitated the integration, especially for
certification.

As the first harmonisation activities started ir@Z9no extra local resources were required and the
harmonisation was achieved smoothly.

The first national laws with EU provisions wereaddished in 2003 and all EU provisions on the 12
basic texts have been integrated into national lawsid 2006.

Operational implementation of the legislation ceglaimore issues, especially in the area of Variety
Registration. Historically, NMS were focusing reégagion mainly on VCU, and much less on DUS
criteria. RO was not use to exporter seed, it washfeir own national use, so not lot of emphasas w
put on DUS, and DUS was not conducted properly wbemparing to UPOV standards. This is
especially true for the set-up and management efréfierence collection. Traditionally, DUS tests
were carried out by comparing applications to metiovarieties only.

After adhesion, ISTIS has had to implement a comeference collection in line with tHegislation
leading to several high investments in equipmesis. Cold storage, adequate seed material). Ih tota
7 different DUS sites have been equipped to f&fil regulations.

Additionally, a 3 years derogation (2007 to 20083 bheen granted to re-test listed varieties for DUS
according to new principles. A couple of remarlairthe qualitative questionnaire indicate that the
derogation period should had been longer than Byead that many useful old varieties are being
lost as this period of 3 years is too short.

Not all these varieties will match EU standards &nel following consequences on the national
catalogue are expected as the following:

% The Programme of Community aid to the countrieCeftral and Eastern Europe (PHARE) is the main
financial instrument of the pre-accession strafiegyhe Central and Eastern European countries (@ khich
have applied for membership of the European Ungince 1994, PHARE's tasks have been adapted to the

priorities and needs of each CEEC
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Graph 14 — Situation of the varieties registered ithe RO catalogue, re-testing and proposed for delen

968

489
387

w
e
(o}

244 262
173

72

Varieties registere ~ Varieties whicl  Varieties propose Variety proposed fc
in the nationz correspond to tt for re-testing deletion
catalogue EU standards

Field crops " Vegetables

Two other major impacts affected the seed sector:

* Lot of imported new varieties not adapted for tbeal growing conditions were sold to small
farmers leading to low yielding crops affectingnfers’ income;

« Staff in the Ministry has had lot of difficulties tinderstand that e.g. derogations’ requests should
be submitted to EU creating a staff strong emotieffact.

Possible other consequence of these adjustmetite mvolution of prices to conduct the registration
tests, mainly DUS, leading to increases in fedsetpaid by the applicants.

New member states consider that the Community l&@gia easy to understand and that the
translation into national languages and implemérttain the national regulatory frameworks didn’t
create any key issues. Problems occur for theipghotnplementation of the legislati@nd especially
regarding harmonisation of DUS leading to significenvestments in order to set-up DUS testing
facilities in line with EU requirements.

6.4. GOVERNANCE OF THE S&PM LEGISLATION

This section of the final report is in addition ttee evaluation questions as formulated in the ToR.
Because most of interviewees made comments orsslue iof governance, the FCEC team considers
that it is worthwhile summarizing them into a separ section of the report. Comments of
interviewees concern the relevance of the allonatibthe management of the S&PM legislation to
DG SANCO as well as the role and functioning ofstending committees.

Relevance of the allocation of the managementeoS8PMlegislationto DG SANCO

Only few interviewees consider that DG SANCO is #éppropriate DG for governing the legislation.
S&PM is core segment of crop production, and tleeeefCommunity legislation should be managed
by DG AGRI, as it was in the past.

FCEC considers that grouping all elements of thedFohainunder the same DG (SANCO) allows to
get an integrated, complete and much more struttaperoach as S&PM are the first element of the
food chain.
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Role and Functioning of the standing committees

Three Regulatory Committéésand their working groups assist the European Casion in the
development of Community measures.

The Standing Committees have delegated powers fh@rEuropean Council of Ministers to give
opinions with regard to changes to the AnnexedefDirectives, for instance to standards or t® list
of species covered by the Directives. Changesadtiy of the Directives, with the exception of the
list of species, may only be made by the Europeam@€il of Ministers.

In certain exceptional circumstances, the CommmsioStanding Committee may authorise
provisional changes by way of a formal temporargegiment. Such experiments are designed to trial
and evaluate improved alternatives to Directivevigions and may not extend beyond 7 years. Any
permanent changes would require adoption by theg&an Council of Ministers.

The Standing Committees meet several times a yéer.purpose of those meetings is to exchange
views, discuss key issues and vote draft Commisgamisions. Both technical and legal issues are
discussed during the meetings of the standing ctiesi, what has driven MS to come to meetings
with the double expertise (i.e. one technical eixped one legal expert).

Several interviewees have mentioned that, in therged EU, it would be more appropriate to discuss
the technical issues during separate technical m@rgroup, as already done in the forestry area in
2007°. During the exploratory interview of national repentatives of forestry authorities, people
have highlighted the positive points of this appiga.e. the lightening of the technical discussion
during the meetings of the SCPS, an improved congatian between technical experts on their
experience of implementing the EU forestry provisicetc.

When asked on the efficiency of the process to tadewv legislation, interviewees consider that
decision-making in the area of S&PM is/has beenrg glow process in several cases, for instance the
adoption of Directives on conservation varietiese past management of the Standing Committees
was largely based on consensus, which seems rastagoted approach any longer with 27 MS. EU12
MS S&PM sectors are much more traditional tharhamEU 15 MS leading to much more difficulties
to reach consensus. An adapted approach shouldughtsand implemented in order to facilitate
discussions, decision-making and rebuilt confidence

The FCEC team believes that the wider use of teahmvorking groupsould possibly contribute to
the better understanding of the matter subjecbte &s well as to more exchanges between MS prior
to voting.

Such technical platform for exchange between madieild become even more relevant, in case where
the procedure of co-decisinis enlarged to the area of S&PM in the future. Teedecision
procedure is based on the principle of parity améms that neither the European Parliament nor the
Council may adopt legislation without the otherssemt. This platform could, also, define EU
guidelines for testing new traits. In certain cagesponsibility should remain within the national
authority, and case-by-case approach should berpedf

'SCPS: Standing Committee on Seeds and Propagatiteyill for Agriculture, Horticulture and Forestry
SCFP: Standing Committee on Propagating MateridlRiants of Fruits Genera and Species
SCPOP: Standing Committee on Propagating Matefi@rpamental Plants

> Working Partly on Forest Reproductive Material aniged jointly by NL and BE on the "Liand 1% of
September 2007 in Hoeven (NL)

% |t has been established by the Maastricht Treaty, extended and adapted by the Treaty of Amstetdam

make it more effective. It currently covers 43 arebhe S&PM Directives are based on the Articleo8the
Treaty of Rome which does not foresee the procedfireo-decision. However, the Treaty of Lisbon,
officially signed by the Heads of the Member Stabes13 December 2007, foresees to enlarge the co-
decision procedure to the agricultural area. It lséis to be ratified by each Member State in ofderit to
come into force.
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6.5. OVERALL CONCLUSIONS

Of the 12 basic Directives of the legislation, @eective has a horizontal structure and defines th
obligations for the registration of varieties ofriagltural plant species (Directive 2002/53/EC be t
Common Catalogue). The remaining Directives areketarg Directives defining principally the
obligations for the production and certification $&PM, but which also contains requirements for
registration when relevant.

Only crops/species of EU economic importance dhalincludedin the Community legislation. The
list of species seems, today, outdated and shaelcetiewed and this approach do not answer to
issues related to species which vary in econompontance across MS. FCEC approach would be to
consider that the usage should be linked to theiepdor listing to allow to have enough flexibijlit
for different usages of a specific usages e.qg.rshgat vs. fodder beethis approach is feasible for
usages that are highly specific and for which oaeety cannot move for onespecies x usagéto
another.

The S&PM legislation does not apply to the supdig®ed for ‘industrial uselndustrial use is not
clearly enough defined and it is appropriate taewvits terms and scope of the exemptiorbring
more clarity on the implementation of such prowisii still relevant.

Differences exist between the 12 Directives ofléggslation in what concerns:

e Clarity: the updated Directives are clearer thandld ones, which have undergone a significant
number of substantial amendments. Discrepanciesconsistencies exist within the Directives
(for instances cross-referencing to outdated letigsl) as well as with the specific areas of
Genetically Modified (GM) varieties and of plantdlth, what may well create confusion and
misinterpretation of the rules;

» Scope: Some Directives refer to a species, othes ¢m a group of species or to the use of the
plant. There are cases where 1) several Directegsr a same species; 2) crops of major and
minor economic importance are subject to the sablgations under one Directive; 3) some
crops of high current economic value are not cavésethe legislation;

« Perimeters: most of Directives provide details ted species they regulate. However, no list of
species is provided in Ornamental Directive (98285, as all species are included. Also, as
regards the marketing of forestry reproductive maltethere are some practical problems linked
to the expression ‘not for forestry purpose’.

For the future, there seems to be a valid case for:

* Specifying the perimeter of the Directive on theketing of PM of ornamental plants

« Clarifying the rules concerning the marketing of\ffR/hich is clearly considered not to be fit for
forestry purpose®r is clearly not intended to be marketed or @edntor long term forestry
purposes;

« Further aligning the various provisions of the E&P3/ legislation both internally (between the
S&PM Directives) for the legal provisions onlyhen talking about technical elements e.g. terms,
and definitions harmonisation is not adding anyeabidalue and would require large efforts; and
externally with the overall EU GMOs regulatory frework as well as the current relevant
horizontal plant health legislation (Directive 20B2EC).

Clear links exist between the EU S&PM legislatiord dhe legislation pertaining to the Community
Plant Variety Rights (PVR), Plant Health, Plant tBobtion Products (PPP), Genetically Modified
Organisms (GMO) and Trade. There seems to be roonmproved consistency with the legislation
on PVR (reference collections), PPP (i.e. for tharkating of treated seeds) and GMOs (e.g.
adventitious presence)he legislation seems consistent with the letialaon plant health but better
integration could be searched for in the futureveen the phytosanitary inspection and the inspectio
for certification purpose. This point is furtheraemined at section 7.2.11.
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The analysis, searching for interactions betweea kxgislation and the EU legislation on
Contaminants in food, demonstrates that when censigl seed as part of the food chain, interesting
perspectives may be identified e.g. mycotoxins.ré&tuge, there is a valid case for considering plant
breeding as one component of the human healtlegyrat

Overall, the results from the survey and the ingaws indicate that the large majority of stakehadde
consider that the 12 Directives of the leqgislatwa valuable or very valuable

The internal market for the marketing of S&PM igqmved as being well establishédt several
elements lead to the absence of a level-playiid;fiee. the non-harmonised implementation of some
Community provision, the existence of additionaiaral implementing measures; a lack of organised
circuit for the exchange of information between M8 and the non-harmonised framework for costs
and responsibility sharing.
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7. ANALYSIS OF THE PAST/CURRENT PERFORMANCE OF THE S&PM
LEGISLATION

7.1. VARIETY/MATERIAL REGISTRATION

7.1.1. Introduction

7.1.1.1. Concerned Council Directives of the S&PMehislation

Table 6 — Provisions of the EU S&PM legislation relted to variety/material registration[

Area Directive EU S&PM provisions
DUS VCU Variety National | Variety Common
Denomination|  Listing Maintenance| Catalogue
Seed 2002/53/EC | Art. 4 (1), | Art. 4 (1),| Art. 9 (2, 6),| Art. 3 (1), | Art. 9(1), 11| Art. 1 (2),
(beet, 5(1,2,3),|5(4),7 (2 13(3) 9(1) 3(3),17
fodder 7(1,2@), | (c), 12
plant, 2(b)), 9 (1),
cereal, (3), 10(2), | 16(2h)
potato
and oil g((zl))
and fibre
plant)
Vegetable| 2002/55/EC | Art. 4 (1), | Art. 4 Art. 9 (2, 3, 6),| Art. 3 (2),| Art. 11 Art. 3 (3,
Seed 5(,2,3), 7| (1)* 13(3) 9(2) 4), 17
@, 2, 3),
9(3), 12
(2)
PM 68/193/EEC| Art. 5a,5b | No No Art. 5 (1) Art. 59 Art 5e(2)
(Vine)
92/33/EEC | Art9 No No Art. 9 (2) Art 9(2) No
(Vegetable
PM)
92/34/EEC Art9 (5(a)) | No Art. 9 (2) No Art.3(c, d, g,Art. 9 (6)
(Fruit) h) (not
implemented
in practicg
98/56/EC No No Art. 9 (2) Art. 9 (1) No No
(Ornamental)
Forestry | 1999/105/EC | No Art.2c(ii) | No Art. 10 No Art. 11 (1)
Uniformity

* Only for industrial chicory

Considering the group Seed, Directives 2002/53/BC2002/55/EC impose to all MS to compile one
or more national catalogues of the accepted vaselt also foresees the creation of a Common
Catalogue, which is compiled based on the natioa&llogues only. The principle is that once a new
variety is listed in the national catalogue, itrégjistered for the entire EU, listed in the Common
Catalogue, and becomes freely marketable within @mnmunity. The Commission updating
procedure of the Common Catalogue may induce satagsito make eligible the new variety for the

free marketing.
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Any MS that wants to restrict or to prohibit the iketing on its territory of a variety accepted in
another MS must be authorised to do so by the Cssiam.

Directive 68/193/EEC stipulates that each MS shathblish a catalogue of the vine varieties and
clones officially accepted and that these listscam@municated to other MS.

Concerning_vegetable propagating and planting nahteyeneraand species listed in annex Il of
Council Directive 92/33/EEC shall not be marketatess they belong to a variety officially accepted
in at least one MS.

The overall principle for fruit and ornamental paggating materiais that it may be marketed with a
reference to a variety, only if the variety coneatris legally protected by a plant variety right or
officially registered or commonly known or entered a list kept by a supplier with its entailed
description and denomination.

Council Directive 1999/105/EEC stipulates that $breeproductive materiainay not be marketed
unless it is one of the four categories specifigdhe Directive (source-identified, selected, dfiedi,

and tested). Basic material must be approved lgyee€e to a unit known as the unit of approval. The
Directive foresees that all information on units agproval of basic material approved on a MS
territory is held in a national register, includimjormation about the area(s) in which the matdsia
found or the exact geographical location (dependipgn the category). A Community list may be
drawn up based on the national lists.

7.1.1.2. Implementation in the MS

Organisation of the variety/material registratiom the MS

The way the provisions on DUS, VCU, variety dencetiion, maintenance and Common Catalogue
are implemented in the MS is presented in secfioh8. to 7.1.6.

Overall, the main obligations linked to the regititn of seed varieties are the development of DUS
and VCU testing networks.

The aim of the VCU tests (applicable to agriculkyplant species) is to predict the agronomical galu
of a new variety in comparison with existing maddtvarieties. Therefore, a number of trials
(locations/years) are necessary which results pemmental costs. Furthermore, because of the
specific characteristics of each MS (climate, seit.) and specific traits like disease resistanrce
technological value (e.g. baking value for wheatetges), the VCU tests are carried out differerily
each MS. Annex 10 gives an overall picture of tti& N Mhetworks in the EU 27 MS.

The aim of the DUS (applicable to agricultural plapecies and vegetable species) is to permit the
identification and description of varieties, asoaecprerequisite for seed certification at the deade
control.

DUS testing is more harmonised than the VCU oneallg the DUS tests are conducted over 2 years
and the duration of the VCU tests varies betweand®3 years.

The comparative study of national listing systernaducted by the GEVESin 2003 provides a
description of the VCU testing practical conditionseveral countries.

27 Comparative Study of National Listing Systems f&mme Agricultural Crops in the Main European
Countries, GEVES, January 2003
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Table 7 — Comparison of the VCU practical conditios for the testing of winter oilseed rape in
Germany and Italy

Germany Italy
Experimental protocol
Duration of the testing 3 years 2 years
Trial series 2(inYearl,1inY2etY3) 1
Number of yield trials / trial series Y1:15 Y2/A3: 15 4
Varieties evaluation - Characteristics
Yield - Grain - Grain
Resistance to diseases - Phoma
- Sclerotinia
- Alternaria
Behaviour with respect to factors | -  Lodging
in the physical environment - Winter hardiness
- Earliness
Quality - QOil content - Oil content
- Glucosinolates content - Glucosinolates content
- Erucic acid content
Checks varieties - Varieties on the National - Control varieties from the
List with the same genetic same precocity group
structure
Average VCU acceptance rate - 15% - 75%

Source: compiled on the basis of the Compagattudy of GEVES (2003)

Important differences exist in the way VCU tests eonducted in MS as demonstrated in the previous
table comparing VCU networks for winter oilseedad@p Germany and ltaly.

Taking into account that once a seed variety fedi®n a national catalogue it becomes marketable i
the entire Community, such differences may infleetite breeder when deciding on the best way to
get its variety registered.

As illustrated below, two alternatives exist to k&dra seed variety on the territory of a given Mg
first one is to get it listed on the national catple of the MS concerned (preferred approach #r th
breeder); the second one is to get it listed onnidwgonal catalogue of another MS (e.g. with less
stringent provisions) and get it marketable ontdngeted MS via the Common Catalogue.

Figure 6 — Approaches to get a variety marketablerothe territory of a given MS

Candidate Variety

v v

National approach: CC approach:
Registration of the candidate variety |in Registration of the candidate varietyin
the MS where the breeder wants to another MS than the one where the
market it. breeder wants to market it

v

Automatic listing in the CC

v ¢

The variety is accepted for marketing
on the entire Community, including the
targeted MS

The variety is accepted for marketing
in the M
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Coming back to the comparison between Italy andaey, getting one new variety of winter oilseed
rape registered in ltaly takes 3 years (2 yeartests + around 1 year to get the official approvils
the breeder uses the Common Catalogue approachéi.eegisters its variety in Italy and gets it
marketable in Germany through the Common Catalogasjpared to 4 years if it uses the national
one. Conducting the VCU for winter oilseed rapeltaly seems also less costly than doing it in
Germany (because of less numerous trials and lesenous evaluated characteristics) and seems to
have a higher chance of acceptance.

However, the Common Catalogue approach does neider@any information on the agronomical
value of the variety when cultivated in Germanyttas VCU tests have been carried out in Italy so
that the German user will need additional informatbefore buying it.

In order to guarantee the agronomical value olvHresties marketed on their territory, the majooty
the EU 15 MS have implemented post-registrationvagts. Hungary is currently re-implementing
such network, as they realized after their accasgiahe EU that any supplier might market a new
variety on their territory without any obligation fjuarantee an agronomical value to the user.

Existence of bilateral agreements

Several MS have concluded bilateral agreementthéoconducting of DUS tests; i.e. they agree with
another MS that the DUS tests for a given speaies place on the territory of the other MS while th
variety, if accepted, remains listed on their nadiccatalogue.

Such agreements do not exist for VCU tests, whemeagprohibited by the Community legislation.
Germany had implemented that provision in its ske@d but is not using. Without any agreement,
Luxembourg has been using this option to comptatalldata sets for their decision-making.

It should be highlighted that this last provisidrie legislation, allowing the possibility to exaige
VCU data across MS, is not well known. Several &etprs have been quite surprised when indicating
that no provision prevents from this data exchange.

Tasks of the official authorities versus the prevhbdies

In all MS, the DUS and the VCU obligations are unttee responsibility of the official authorities.
Some MS sub-contract the conducting of some VCalstr{in particular the first year of trials) to
breeders or/and post-registration bodies but teeyam responsible for the analysis of the resuits a
the decision-making. The different experiencesudicig breeder companies for DUS and VCU and
professional organisations for VCU for several geas the demonstration of the feasibility of a
monitoring system along the same lines as theficatton under official supervision.

Comparison with other regulatory frameworks in kegrkets outside the EU (see Annex 11)

In Australia, there are no mandatory requirementsoffficial VCU testing but varieties must be
registered by the Australian Seeds Authority Limhi(ASA) and added to the ASA National list before
they can be certified.

In Canada, depending upon the crop kind, registmafor some varieties may include a merit
requirement to establish that new varieties argaasl as, or better than existing varieties. “Merit”
generally refers to the varietal characteristieg #nhance the variety’'s value for a particularinse
region of Canada. Performance testing refers teetyatrials, historically conducted by provincial o
university extension services, to determine a tggaelative quality and yield over time. Normally
three years of data are required for most cropsksubject to registration. It has to be noticed tha
trialling systems are crop specific and that effaite shared between official authorities and itmgus
For instance, in Canola, a 2 years system is ineplBreeders have to provide data coming from
Private co-op trials (first year of testing), angbfic co-ops trials are conducted for 1 year (sdcon
year of testing).

DUS assessment exists in Canada. It is carriecasgd on data provided by the breeder, without
conducting any official field trials.
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Canada’s example is being considered in several gidwrts of this report as Canada has conducted a
consultation to review their variety registratianeme, in particular the VCUThe current Canadian
variety registration system lacks sufficient fléit§p to address the specific needs of differerdpcr
sectors in a rapidly changing agricultural enviroant. In some cases, the system imposes a
disproportionate regulatory burden on developersieiv crop varieties and creates impediments to
innovation and to the timely availability of newriedies”

The revision of the Canadian registration systemnier discussion from almost 10 years and has lead
to a recent proposal (June 18, 2008) to createxibfe variety registration scheme. This proposal c
be consulted dtttp://www.inspection.gc.ca/english/plaveg/variattece.shtml

In the United States, there is no variety regigtrasystem and no national review system, so no
statutory performance testing to approve varieie®re they can be sold. Breeders at universities
mainly, carry out the testing of variety performanthe assessment protocols integrate a range of th
standard parameters that exist in the VCU testghare is no performance threshold. This system
allows a greater flexibility in the release of \ei@s for specific purposes and niche markets tut i
should be stressed that in the USA, the legislajmrerning the relations between buyer and setier a
quite different from the EU legislation.

7.1.2. Variety registration costs (seed sector ornly

7.1.2.1. General context

The current distribution of seed registration cdsveen the public and the private bodies in ti$& M
is summarised in the following table.

Table 8 — Current distribution of seed registrationcosts between public and private bodies in the MS

MS R eg-;rirsa':p:t?ca):l(::fo sts Additional information

AT

BE Yes Partial transfer of costs (around 50% of DU& ¥CU costs)

BG No transfer of DUS costs, partial transfer of V€abts

CY Yes Partial transfer of costs (around 50% of Cdn8 VCU costs)

Cz Yes Partial transfer of costs (between 70% and 80EXJS and VCU costs)

DE Yes Partial transfer of costs (around 50% of DU& ¥@&U costs)

DK Yes Full transfer of DUS and VCU costs (100%)

EE Yes Full transfer of DUS and VCU costs (100%)

ES Yes Partial transfer of costs

Fl Yes Full transfer of DUS and VCU costs (100%)

FR Yes Around 2/3 of DUS and VCU costs are transfetoetthe industry)

GR Yes

HU No

IE No

IT Yes Full transfer of DUS and VCU costs (100%)

LT No

LU Yes Partial transfer of costs

LV No

MT No

NL Yes Full transfer of DUS and VCU costs (100%)

PL Yes Partial transfer of costs (around 25 to 30906 and VCU costs)

PT Yes Partial transfer of costs

RO No

SE Yes Full transfer of DUS and VCU costs (100%)

Sl Almost no DUS testing performed in Slovenia, au®% of VCU costs are
transferred

SK Yes Partial transfer of costs (around 70% of VCiStsp

UK Yes Full transfer of DUS and VCU costs (100%)

Source: compiled on the basis of the data providatie qualitative and the cost questionnaire
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7.1.2.2. Structure of the variety reqgistration cost

The ToR of the evaluation distinguish between thypes of costs, i.e. the administrative costs, the
compliance costs and the enforcement costs, whishdefine as follows:

* Administrative costs i.e. those costs incurred taypanies and public authorities in meeting legal
obligations to provide information on their action production to public authorities or private
parties;

« Compliance costs i.e. those costs linked to chaigdise method of production linked to legal
obligations;

 Enforcement costs i.e. costs for public authoritidd the Commission resulting from
implementation.

During the interviews of stakeholders, it appeared the public authorities and the private opegato
(suppliers of S&PM) do not distinguish between soeakegories of costs. Overall, they distinguish
between costs per activity, grouped into costsresnt

The major costs centres identified for the varretyistration are as follows:

e Pre-reqistration costxosts related to the production of preliminaryad@&CU); production of
data for application submission (DUS) and admiatste costs for applications preparation and
submission;

* Reqistration costs:

* DUS management costs
¢ VCU management costs

For each of these 2 activities, FCEC identified-sasts centres as following:

* For DUS:
- Technical and administrative management of demands
- Planning of experimentation
- Reception and disposal of materials
- Conducting of experimentation
- Networks management and co-ordination
- Trials approval including field visits
- Validation and treatment of data
- Maintenance of reference collections
« ForVCU:
- Technical and administrative management of demands
- Planning of experimentation
- Reception and disposal of materials
- Conducting of experimentation
- Networks management and co-ordination
- Trials approval including field visits
- Validation and treatment of data

However after discussions with several experts @mdpetent authorities, it has been decided not to
collect any data on these sub-costs centres dtinemgost survey as it was clearly mentioned that
authorities are not segmenting costs at that lef/eletails. Some detailed figures from France have
been collected during the in-depth studies angha@sented in the confidential final report on costs

* Post-reqistration costs:

- Costs related to the administrative managemenppfoxed varieties, i.e. denomination
and publications
- Costs for the maintenance of varieties.
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7.1.2.3. Overall estimation of the annual variety ggistration costs in the
MS

FCEC conducted a simulation to estimate overaltsca$ the implementation of the Community
legislation. The total variety registration costsl &@ertification costs for the group Seed for corape
authorities can reasonably be estimated at aroR@drillion EUR per ye&f.

The total registration costs are estimated at ar@émillion EUR for all crops of the group Seed fo
the 8 MS that have submitted complete dataset®edas ISF statistics, it is recognised that these 8
MS represents about 70% of the EU market valuesded.

Based on the data compiled by FCEC during the stosly, variety registration costs represents 43%
of the total costs linked to the implementation the Community legislation by the national
authorities This percentage varies considerably from one M&mther from 13,8% to 78,5%. These
figures are, globally, in line with the nationalugtture of the seed business and the national aplpro
of variety registration by competent authorities.

The differences in the registration costs possilelyend on:
« The difference in the number of applications reedieach year by the different MS;
e The variability of the labour costs of each MS;

e The variability of the VCU network sizes accorditagcrops. The VCU network size (number of
individual testing sites) depends of the size ef ¢buntry in which the network is implemented.
That leads to situations where for the same clepMCU network size can be limited to 3-4 sites
in a small MS, where in a large neighbouring coutite VCU network is based on more than 20
sites;

e The variability of the DUS network sizes accordingcrops. The most costly part of DUS tests is
the management of the reference collection thatweag in number by 4-5 from one MS to
another;

« The extent to which the MS has imposed obligatioregddition to the Community ones.

Pre-registration costs that cover production ohdaeded for application filling, and the preparati
and management of application files are being tedoThese costs are mainly borne by the private
sector, and associations of suppliers that resgbtalthe cost survey reported cases where signtfica
costs were engaged e.g. up to 1 million EUR per fggaall applications of all companies of the give
association.

DUS and VCU costs represent the most important gfattte total variety registration costs. Overall,
the DUS and VCU costs for competent authoritieseggnt more than 5 million EUR for all seed
crops in the major markets. For the majority of tegponding national authorities, the proportion of
the VCU costs is larger than the one of the DUSs¢dmut with large a variability between MS. It has
to be noticed that for DUS, the costs have beeremastimated for the MS that are using bilateral
agreements to perform the tests in a foreign MS.

Post-registration costs, for competent authorités, in the average range of +/- 5-7 % of the total
registration costs.

Data presented by the industry are structured réiftty from the ones presented by the competent
authorities and do not permit large comparison betwofficial costs and breeders costs.

Due to a lack of data provided by respondents twleeadditional analyses on the costs/applications
and the adjustments of costs to labour costs wsaghe efficiency of the registration system caatl
be carried out.

%8 Simulation details are presented in the confidéfitial report on costs submitted to the Commissiervices
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7.1.2.4. Tentative estimation of the part of the adinistrative costs —
French example — and identification of opportunities for cost reduction

The administrative costs are defined in the ToRhefevaluation as the costs incurred by companies
and public authorities in meeting legal obligatie@provide informatioron their action or production
to public authorities or private bodies.

The annexes of the Impact Assessment Guidelinesedeby the Commission identifies 12 types of
information obligationsas follows:

Notification of (specific) activities

Submission of (recurring) reports

Information labelling for third parties

Non labelling information for third parties
Application for individual authorisation or exenymti
Application for general authorisation or exemption
Registration

Certification of products or processes

. Inspection

10. Cooperation with audits

11. Application for subsidy or grant

12. Other

This list shows the potential complexity of elaliorg a clear definition of the administrative costs
that is understandable and usable by stakeholders.

©CoNoogrWNE

In order to get an indication of how important ablile the administrative costs in the registration
costs, the FCEC focuses on the French example.

For confidentiality reasons, the results are prieskim the final report on costs.

Overall, the FCEC team believes there are no reabiunities in trying to further reduce the
registration costs (including the administrativeghnin each MS, because:

» The registration costs represent 1,3% of the sizhheo EU markets for seed and other planting
materiaf®;

« The administrative costs represent a minor patheftotal registration costs, for which there has
been a constant effort made by the MS in tryingrédduce them (without modifying the
registration obligations implemented in each MS).

In its opinion, the problem is not the level of tolnked to the implementation of the Community
S&PM legislation in each MS but more that each MS implemented its own VCU and DUS testing
networks without looking for economy of scale thghicollaboration.

Consequently, the FCEC team considers that ther@@gportunities for reduction of the registration
costs by promoting a different organisation of @S and VCU tests carried out in the EU, as
presented in sections 7.1.3.5., 7.1.3.6. and.4.1bélow. The main options considered there are:

« Extend the bilateral agreements in order to ratibedhe number of DUS testing sites in the EU;

e« Have a same and unique DUS testing for marketirdyfan Community Plant Variety Rights
system (bne key-several doorapproach);

» Allow recognition of other MS’ VCU data for natidresting (bilateral agreement);

* Allow coordination between MS of official obsernats and national decisions possibly under
bilateral agreements.

29 Calculated as the sum of sizes of the internaketaf 19 selected EU MS
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7.1.3. DUS

Table 9 below summarises the Community DUS prowsio
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Table 9— Provisions of the EU S&PM legislation relted to DUS

Crops Councll Community DUS provisions
Directives
Ref Art. Description of the obligation
Beet seed 2002/53/EC| Art. 4 (1) MS shall ensure that a variety is accepted onlyisfdistinct, sufficiently uniform and stable.
Art. 5 (1, 2,| A variety shall be regarded as distinct if, whatethe origin, artificial or natural, of the initiaariation from which it hag
Fodder plant 3) resulted; it is clearly distinguishable in one oorm important characteristics from any other variehown in the

seed

Cereal seed

Seed potatoeg

Seed of oil
and fibre
plants

Community.
The characteristics of a variety must be capabjgedise recognition and precise definition.

A variety known in the Community shall be any varierhich, at the time when the application for #ezeptance of th
variety to be assessed is duly made, is:

- either listed in the Common Catalogue of varietiagricultural plant species or the cataloguearfeties of vegetabls
species;

- or, without being listed in one of those catalogues been accepted or submitted for acceptartbe ilember State i
question or in another Member State, either fotifaaation and marketing, or for certification fother countries;

- unless the conditions are no longer fulfilled ihthé Member States concerned before the decisich@application fo
acceptance of the variety to be assessed is taken.

A variety shall be regarded as sufficiently unifafprapart from a very few aberrations, the plasftsvhich it is composeq
are, account being taken of the distinctive feauné the reproductive systems of the plants, simila genetically,
identical as regards the characteristics, takenvalsole, which are considered for this purpose.

A variety shall be regarded as stable if, aftecessive propagation or multiplications or at thd eheach cycle (wher
the breeder has defined a particular cycle of pyapen or multiplications), it remains true to tbescription of its
essential characteristics.

ny

D

U

i

1%}
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At 7 (1,

2(a), 2(b))

MS shall provide that the acceptance of varietiesbased on the results of official examinationsti@aarly growing
trials, covering a sufficient number of charactirss for the variety to be described. The methosksdufor determining
characteristics must be exact and reliable.

In order to establish distinctness, the growingldrishall include at least the available comparahléeties which are
varieties known in the Community.

The following shall be fixed in accordance with tBemmittee procedure, account being taken of ctigeientific and
technical knowledge:

- the characteristics to be covered as a minimunihéykaminations of the various species;

- the minimum requirements for carrying out the exzation.

Art 9(3) In taking into account the information dsble, Member States shall also ensure that aetyasvhich is not clearly
distinguishable:
- from a variety previously accepted in the Membeité&Sin question or in another Member State, or
- from another variety which has been assessed wghrd to distinctness, stability and uniformityaiocordance with
rules corresponding to those of this Directive hwitt, however, being a variety known in the Comrunmiithin the
meaning of Article 5(1),
bears the name of that variety. This provision Ishat apply if this name is likely to mislead oruse confusion
concerning the variety in question, or if, pursutntall the provisions of the Member State concergeverning the
names of varieties, other facts prevent its utilisg or if the rights of third parties impede tfiee use of that name in
connection with the variety in question.
Art 12 (1) The acceptance shall be valid until¢ine of the tenth calendar year following acceptance
Vegetable 2002/55/EC| Art 4 (1), 5| As Art. 4 (1),5 (1, 2, 3), 7 (1, 2(a), 2(b)) an2i (1) of Council Directive 2002/53/EC
Seed 1 2, 3,7
@, 2), 9
(3),12 (1)
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Material  for |68/193/EEC | Art 5a As Art 4 (1) of Council Directive 2002/53/EC
vegetative
propagation Art 5b A variety shall be deemed distinct if it ¢gearly distinguishable, by reference to the exgioes of the characteristids
of the vine resulting from a particular genotype or combinatodrgenotypes, from any other variety whose existels a matter of
common knowledge in the Community.
A variety shall be deemed to be a matter of comkmawledge in the Community if, on the date on whagiplication is
duly made for its acceptance, it either is enténetthe catalogue of the Member State in questioof@nother Membef
State or is the subject of an application for atmege in the Member State in question or in andthember State, unlegs
the conditions referred to in the first sentencehig paragraph are no longer met in all the Menfbates concerned
before a decision is made regarding the applicdtoacceptance of the new variety being assessed.
A variety shall be deemed stable if the expresesidhe characters, which are included in the exation for distinctness|,
as well as any others used for the variety deseriptemains unchanged after repeated propagation.
A variety shall be deemed uniform if, subject te thariation that may be expected from the partictdatures of itg
propagation, it is uniform in the expression ofsba@haracters, which are included in the examindto distinctness, as
well as any others used for describing the variety.
Art 9.1. Without prejudice to Article 2, vegetalfmpagating and planting material which belonggdpera or species listed in Annex Il and |is
Vegetable 92/33/EEC | 3150 covered by Directive 70/458/EEC shall not zeketed within the Community unless it belongs taeety accepted in accordance with
propagating Directive 70/458/EEC.>>>Directive 70/458/EEC:ArtFhe Member bStates shall ensure that a varietgdspted only if it is distinct, stable
and .plantlng and sufficiently uniform>>>Directive 2002/55/ECtiee codified version of Directive 70/458/EEC anditzins the same provision in its Art 4{1
material other
than seed
Fruit plant| 92/34/EEC | Art9 (5 (a) | Requirements for the official regisioa shall be established in accordance with then@idtee procedure, taking info
propagating account current scientific and technical knowledgd covering the conditions of official acceptanekich may include
material and in particular distinctness, stability and suffidiemiformity
fruit plants
Ornamental 98/56/EC | No
plants
Forest 1999/105/E¢ | No
reproductive
material
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Community DUS provisions exist for the seed andcevameas. Currently, the DUS testing relies on
morphological features only and is usually beingied out on 2 years. In certain cases“ay&ar is
added to validate 2 first-year results.

There is currently no common DUS requirement far ibgistration of new varieties on the market of
fruit crops, ornamental crops and vegetatively pgated vegetables. Nevertheless, DUS testing of
those crops exists in certain MS.

For the purpose of examining the distinctness efddindidate variety, MS have set up their reference
collections based on very precise EU provisions.

Article 5 (1) of Council Directives 2002/53/EC a2@02/55/EC as well as Article 5b of Council
Directive 68/193/EEC (see table 9) define the vmseto include in such reference collections, by
referring to the varietiekhown in the Communityseeds) orwhose existence is a matter of common
knowledge in the Commuri{yine).

Article 9 (3) of Council Directives 2002/53/EC aR@02/55/EC requirements (see table 9) imply that
any other variety previously accepted in any MS antl listed any longer (old varieties) shall be
included in the reference collection.

It is the opinion of the FCEC team that, on theida$ those articles, it is easy to clearly undarat
which varieties do the reference collections havedntain, but that correct implementation of these
provisions is nearly impossible. As example, tHemence collections should contain all varieties th
are already registered in all MS, and collectingsthvarieties are not creating deep issues; but whe
talking about varieties in DUS tests and not listet| the gathering of these varieties is veryicliff

for practical logistic reasons.

7.1.3.1. Links with UPOV and Plant Variety Rights PVR)
Links with UPOV

Article 7 of Directives 2002/53/EC and 2002/55/EGpdates that MS shall provide that the
acceptance of varieties be based on the resultéfiofal examinations, particularly growing trials,
covering a sufficient number of characteristicstf@ variety to be described.

Directives 2003/90/E¥ and 2003/91/E¥ set up the implementing measures for the official
examination of certain varieties. For this purpdbey refer to the test guidelines developed by the
CPVO and the UPQV and provide in their annexesd laiseparate lists of the species, which shall
comply with the CPVO test guidelines, and thoseictvishall comply with the UPOV one. National
law applies for the species not listed in theirexs.

Links with Plant Variety Rights

Council Regulation (EC) 2100/94 defines the Comryuniles on Plant Variety Rights (PVR). To be
granted PVR, a variety must:

* Be distinct, sufficiently uniform and stable;
* Be new;
* The applicant must be entitled to the grant oftsgh

* Have a suitable name.

% Commission Directive 2003/90/EC of 6 October 2068iisg out implementing measures for the purposes o

Article 7 of Council Directive 2002/53/EC as regaittie characteristics to be covered as a minimurtihdy
examination and the minimum conditions for exangniertain varieties of agricultural plant species
31 Commission Directive 2003/91/EC of 6 October 2868ing out implementing measures for the purpo$es
Article 7 of Council Directive 2002/55/EC as regaittie characteristics to be covered as a minimurtihdy
examination and the minimum conditions for exangniertain varieties of vegetable species
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The DUS tests are common both to the Community S&&9iklation and the legislation on P¥R
Nevertheless, while the seed legislation defineg¢fierence collection aarly other variety known in
the Community the PVR one refers to thany other variety whose existence is a matter ofraon
knowledgé

It stipulates that the existence of another var@tgll in particular be deemed to be a matter of
common knowledge if:

« It was the object of a plant variety right or eetétin an official register of plant varieties, et
Community or any State, or in any intergovernmeatghnization with relevant competence;

< An application for the granting of a plant varigight in its respect or for its entering in such an
official register was filed, provided the applicati has led to the granting or entering in the
meantime.

It must be noted that, contrarily to the currenn@uunity S&PM legislatioff where variety is not
being defined, the PVR legislation defines what isvariety’ (Article 5 (2) of Council Regulation
(EC) 2100/94), as follows:

For the purpose of this Regulation, ‘variety’ shadl taken to mean a plant grouping within a single
botanical tax on of the lowest known rank, whicbuping, irrespective of whether the conditions for
the grant of a plant variety right are fully mednde:

» Defined by the expression of the characteristies$ tésults from a given genotype or combination
of genotypes;

« Distinguished from any other plant grouping by thepression of at least one of the said
characteristics and;

e Considered as a unit with regard to its suitabflitybeing propagated unchanged.

7.1.3.2. Utility

Overall, respondents to the qualitative survey stasteholders interviewed believe that Distinctness,
Uniformity and Stability are useful, as they are taseline to describe the identity of a varietyiclw
is crucial for seed certification and variety patten.

More than 80% of respondents consider that the acgeance criteria for Distinctness, Uniformity
and Stability must be maintained in the future forNational Listing purposes (Q 2.1.2.1., n=155).

%2 However both legislations do not have the samel legsis, i.e. the legal base for the Common Catedeg

Directives is the articles 37 of the Treaty es#lbifig the European Community whereas the one fon€lb
Regulation (EC) 2100/94 is the article 235 of tame Treaty.

3 According to this definition, the concept of ‘Vaeis linked to the concept of ‘Distinctness’. S$udefinition
makes part of the the newly adopted fruit planteE&tive 2008/90/EC (Article 2 (3)).
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Graph 15 — Community DUS provisions in the future
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However, 34% of respondents to the qualitative sumy (Q 2.1.1.2, n=141) have indicated that
some DUS requirements have limited the marketing ofvarieties of interests to usersIn
particular, some stakeholders have mentioned that:

DUS requirementimits the marketing of conservation varieties,aé@ur varieties, and landrace
developed on the basis of composite-cross-popukatidamily populations and multi-lines

varieties. Those adaptive populations do not fib ithe DUS system as they build on genetic
diversity instead of uniformity and stability;

There were cases when a variety was removed frermtirket because of insufficient uniformity
whereas Uniformitywas no essential for the farmer;

Distinctnessrequirement has limited the marketing of gradugbrnovements in the agronomical
description of a same variety;

Distinctnessequirement has prevented the re-registratioradgties removed from the Common
Catalogue 10 years after their acceptance in daseplications with a different denomination;

In vegetables, the cost to test Distinctnessl compare the variety with a large number of
varieties, many of which are for relatively smakhnkets, can be prohibitive and present a barrier
to marketing;

DUS criterianeed to be adapted to the final use of the vade#.g. varieties targeted to be used
as rootstocks for grafting should only be evaludtedhe relevant characteristics;

Concerning fibre flax and winter linseed, we haw many cases where DUS requirements
prevented the registration of good varieties ferphoducers.
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7.1.3.3. Effectiveness in achieving the objective$ DUS testing

Considering the responses to the qualitative surveyQ 2.1.1.1., n=154), 97% of respondents
consider that the Community provisions for_Distinchesshave been partly (45%) or fully (52%)
effective As commented by one respondent, it seems tharya small minority of varieties have
failed in commercial use, which perhaps provesttimasystem is working well.

Graph 16 — Effectiveness of the Community DUS prosions
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National authorities estimate more frequently teath provisions have been fully effective than
suppliers (71% of 34 respondents active in poli@kimg, 66% of 47 respondents active in
registration, 73% of 30 respondents active in fieation compared to 36% of 67 suppliers and 26%
of 28 users having responded to the question).

Same observations are made as regards Unifornatysability:

As regards Uniformity, 98% of respondents consider that the Community mvisions have been
partly (37%) or fully (61%) effective. National authorities estimate more frequentlyt thach
provisions have been fully effective than suppligt$% of 34 respondents active in policy-making,
66% of 47 respondents active in registration, 73%respondents active in certification compared
to 36% of 67 suppliers and 26% of 28 users havwisganded to the question).

As regards Stability, 98% of respondents consider that the Community mvisions have been
partly (41%) or fully (57%) effective. National authorities estimate more frequentlyt teach
provisions have been fully effective than suppli@$% of 32 respondents active in policy-making,
72% of 47 respondents active in registration, 73%respondents active in certification compared
to 42% of 66 associations of suppliers and 35%6adssociations of users).

To explain the possible lack of effectiveness & DUS requirements, some suppliers and users
respondents to the qualitative survey and stakemeidterviewed have mentioned the following:

* The lack of uniform interpretation and implemergatof the CPVO and UPOV protocols may
have resulted in different outcomes for the testnfighe same variety in two different MS,
because of difference in the quality of observatienording and interpretation of results;

« Most of respondents indicated that differences teiisthe completeness of the reference
collectionsused by the MS to assess Distinctness, and tkham#jor problem is linked to this
issue;
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« Distinctness should lead to the fact that all wagepresent in the reference collectigirould be
distinct. In the questionnaires, it has been cometenf cases of non-distinct varieties registered
under different names e.g. DNA analyses recentigezhout by one MS has shown that 9 poplar
clones approved in another MS were in fact onlyaBeties with different names in the national
register. During the interviews with national offits in charge of DUS, FCEC has asked if they
ever have tried to check if non-distinct varietigsre present in the reference collections. One
respondent explained that he did the exercise mading to establishing that about 5 to 7% of
varieties included in the reference collection aog¢ distinct in WOSR according to his testing
principles. Another one answerethdt it is better not to do the exerciseThis is mainly
explained by the difficulties of implementing a qalete reference collection as explained in
section 7.1.3., for instance, two comparable viasehave been tested and accepted in two
different MS at the same time. This implies than-distinct varieties are marketed in the
Community;

» The definition of _Stabilitystipulates that a variety is considered as stalfien it keeps its
characteristics as initially described during theltiplication cycles. In practice, as DUS test is
generally done over two years, this can be ingefiicto check real stability. However, it is widely
accepted that a variety is stable if it is distiaet! uniform;

» Stability is evaluated on a sample from the fireshgration and on a sample from the second
generation of S&PM. Nevertheless, it is difficutt tontrol if the sample comes from different
generations or not;

« A couple of respondents have indicated that stnides for Uniformity have occasionally
inappropriately prevented the marketing of valuadlilstinct and stable varieties, in particular
composite-cross-populations, family populationg ttwuld possibly offer better resistance due to
their heterogeneity;

« The Community provision stipulates that the varietyst be ‘sufficiently’ uniform, what may have
lead to different interpretations by the testinghatities in the MS. For instance for WOSR, the
reason is DE considers rapeseed as allogamousRuad Butogamous in the way the breeding is
carried out with the self pollinating schemes);

e There have sometimes been problems in Uniformityen a variety which has been bred in one
MS is marketed in another. The problem is that detya characteristic can be expressed in a
different way in different climatic zones (e.g. toental vs. maritime) even though there are no
problems in maintenance of the variety;

« DUS requirements are more appropriate for pardined and less for hybrids. Uniformity is only
relevant in relation to the description of the gtyi For example outpollinating species or
synthetic varieties can be described as havingréifit types within them.

The analysis of the history of the DUS testing cadies that DUS is a key element of intellectual
property. When DUS was listed as a EU provisionOQWPconventio* was not in force yet. The
UPOV further developed the concept of protectiomefv variety of plants which, in the opinion of
interviewees, works well today. Considering that dniteria of distinctness is not fully effectiviee(
comparable varieties exist on the market, a MS dsignated that, on average, about 5 to 8% of
varieties in reference collections are not disjilactd that an efficient alternative system exista o

34 The International Union for the Protection of Nevariéties of Plants (UPQOV) was established by the
International Convention for the Protection of N&farieties of Plants ("UPOV Convention"). The UPOV
Convention was adopted on December 2, 1961, bypmatic Conference held in Paris.

The UPOV Convention came into force on August 1958l having been ratified by the United Kingdore th
Netherlands and Germany. The UPOV Convention has bevised on November 10, 1972, on October 23,
1978, and on March 19, 1991, in order to reflechimlogical developments in plant breeding and g&pee

acquired with the application of the UPOV Conventio
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protect breeders rights, the FCEC questioned dutieginterviews the utility of distinctness for
national listing purpose. Furthermore, as highkghby some respondents, distinctness has prevented
the registration of varieties of value and DUS eénlg used as a public tool for enforcement of PVRs
which falls under the full responsibility of theemders. Doing so, it prevents the development of
generic products, which exist in most of other beasses e.g. PPP or pharmaceutical area.
Additionally, a large amount of the DUS costs ankdd to the management and growing of the
reference collection. As the reference collectien nhainly used for distinctness reasons, by
suppressing distinctness as a provision for listingplementation of a full reference collection wabu
not be needed any longer leading to significantst@sduction. Whereas some national key experts
have agreed with the reasoning of the FCEC teartherutility of distinctness for national listing,
most of them consider that distinctness must bentaiaied as based on the UPOV definition of a
variety that stipulates that a variety doesn’t exig is not distinct. Secondly, as DUS trialsdyeing
seeded for both national listing and protectiorppges, no costs saving are anticipated.

It has also to be noticed that, even if based anngon protocols, DUS national protocols differ on
details, but also sometimes on fundamental asp&hes.approach to assess Distinctness of a maize
hybrid variety varies according to MS. For instgnioeGermany, the candidate variety is compared to
all other varieties whereas in France, the comparis not being made on the variety itself but loa t
components of the variety. This fundamental diffeeemay lead to the taking opposite decisions.

Finally, extremes are MS not implementing growimgl$ for assessment of D, U and S. Their
assessment is based on information provided bgppécants.

7.1.3.4. Efficiency in achieving the objectives @US testing

The major elements of the DUS costs are the maantan of the reference collections and the
execution of growing trials.

It seems that major differences exist in costsiaggbr variety registration from one MS to another
mainly due to labour costs, number of sites and sfzhe reference collections. Several stakehslder
consider that differences in implementing DUS bemwé1S can be allowed as long as the level
playing field for S&PM companies in different MS et disturbed. For them, there is also the risk
that the quality of the tests is insufficient inethS with poor implementation of the rules or
incomplete reference collections.

89% of respondents to the qualitative survey (Q 2.1.3., n=130) consider that the costs involved
in fulfilling the obligations imposed by the Commurity DUS provisions are at least partly
reasonable and proportionate.

Graph 17 — Extent to which the DUS costs are reasahle and proportionate (n = 130)
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Among the 11% of respondents who consider thatscast not reasonable and not proportionate,
some of them consider that the costs of DUS testsbe prohibitive for traditional varieties, peasan
varieties or varieties part of the collective regg or scarcely disseminated The remaining ones
mainly consider that costs for some species, dlgeanl rape, are escalating due to expanding
reference collections. One stakeholder mentions dbsts are too high when there are only a few
applications.

The interviews have highlighted the existence tdrahtive or customised approaches with reduced
DUS costs associated to them, as follows:

* For the specific case of tlgeranium spp,the DUS testing takes place in a European cdatéd
in Germany and compares any new variety of thiscispewith a sub-set of the reference
collection, selected e.g. on the basis of the catateria;

e The analysis of Distinctneger some vegetable and ornamental varieties iarasgd in confined
areas (e.g. in greenhouse), where the inspectiothefcharacteristics of the variety is less
influenced by the environment;

* In Canada, the DUS testing is carried out on th&sbaf as large as possible information, as
provided by the breeder (e.g. pedigree, breedingwode etc.);

« In France, a new approach of the DUS protocol daged based on the phenotypical distance and
biomolecular distance to be more relevant in theisg of the varieties that are more closed to
observation.

As regards the distribution of DUS costs between #hnational authorities and the industry, 57%
of respondents (Q 2.1.1.5., n=116) consider thatehcurrent distribution is fully appropriate.
34% consider that they are partly appropriate. Sevel respondents highlighted that there is
currently not a level playing field in the paymentsystem throughout the EU, what can distort in
the market.

7.1.3.5. Results of the in-depth study on analysi#®r one crop of the
feasibility of having DUS testing at European levetather than at national
level (e.g. WOSR)

One of the options and future scenarios is therizgtion of DUS testing at European level instefd o
at national level in order to further harmonize ghetocols and to reduce the costs. As winter edse
rape acreage is mainly concentrated in North obgeyrthe following MS have been selected: Czech
Republic, Denmark, France, Germany, ltaly, Polamd, the UK.

Key figures of the DUS testing networks:
Table 10 —Main characteristics of WOSR DUS testing national chemes

CZ DK FR DE PL UK
Average number of applications /year 75 60 80 128** 65 226
Duration of the testing (in year) 2t03 2t0 3 2 2103 2
Fees per application 90 € per year* 700 € peryepr 770 € per year 1|60 € ApHE0yea
Size of the reference collection 543(incl. Lines) 520 700 423 13y 650
Approximate number of FTEs dedicated to
management of the DUS testing 2 FTE + 5 part-timg 2

*: Costs of reference collection not included
**including a few varieties submitted only for PBR
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Effects of setting-up DUS testing at European level

Community legislation provisions impose the need dach MS to evaluate DUS for each new
application. Distinctness, Uniformity and Stabildye being assessed based on data reports that can
come from several sources. There is no legal diigao produce DUS report in the MS when the
application has been filled. Bilateral agreememgsia place, especially with small MS e.g. Belgium.
Therefore, the existing Community legislation psiwns are not a barrier to have a European
approach to DUS.

Reflexions between MS already took place and staxteouple of years ago with the aim of trying to
harmonize the different system that would lead tpam-European approach, but no significant
progresses have been achieved so far. Main diffisudre based on the facts that the MS’ systems ar
competing, especially the DE and FR ones and tisausisions on criteria e.g. quality requirement,
location sites, price, etc... are not really pregineg. Each MS is defining its own system and dbesn
want to compromise. New EU comers (PL and CZ) awmrsihat harmonisation is required but that
other existing tools e.g. bilateral agreements khbe the preferred ones.

The main benefits to such approach are quite obvemd consistent for most of MS authorities
interviewed in this respect. A European approachilevdead to further harmonisation and to costs
savings. Main disadvantages may be summarizederfdhr to lose expertise that is required for
certification purpose and control of a traditioaativity.

Main advantages can be listed as follows:

* Harmonisation of the protoco{unique list of criteria, unique methodology fossassing
Distinctness);

e Possibility to_compile the complete reference atitsn basedon EU provisions leading to
uniformity and uniqueness. The actual figures daetd0 show that today, the reference collection
size vary from 137 to 700 varieties;

» Costs savindor national authorities e.g. large reductionhie umber of location sites to 2 or 3,
management of a unique reference collection in rdrakeplace, exploitation of facilities and
expertise.

List of main disadvantages mentioned during thédpth interviews:

* Loss of link between DUS test for NL or PBR andtifieation, leading to fear for loosing DUS
expertise and difficulties to further check seedliy during field examination and in post-control
plots. Only MS that are not going to conduct DUStitey any longer on their territory will be
affected,;

* More possibility/difficulties to go and visit trisland to discuss with authorities for breedist
seen as a big issue for multinational that havéobad) approach, but more penalising for SMEs
producing varieties for regional markets;

« Risks that all agro-climatic regions may not berespnted in the network leading to the fact that
certain varieties may not evaluated in areas withene are supposed to be marketed;

» Risks for higher costs especially for SM&INMS targeting regional markets.

CPVO is being seen as an alternative to move fahwarthe current slow discussion. It should act a
facilitator and moderator in trying to find comprises between the different MS.

These in-depth study conclusions are consistenh wlie ones collected via the qualitative
guestionnaire as presented in table 11.
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7.1.3.6. Analysis of recommendations

The following matrix summarises the identified pgeshs/threats as well as the recommendations to
address them, with description of the advantagesddiantages, feasibility and acceptance as
commented by the stakeholders during the surveytanihterviews.

The recommendations blue are suggestions formulated and tested in the ignesire of the
qualitative survey. Thosel greenare other recommendations made by stakeholderthean own
initiative. For the recommendations in blue, thieldgprovides the proportion of survey respondents
who are ‘in favour’ and the one of those who ist‘imofavour’.

Food Chain Evaluation Consortium 84



Evaluation of the Community acquis on the marketing of seed and plant propagating marial (S&PM)
DG SANCO Evaluation Framework Contract Lot 3 (F@thin)

Table 11 — Summary matrix — DUS

Identified Stakeholders Recommendations to Advantages Disadvantages Feasibility and acceptance
problem/threat concerned address them
Lack of uniform Breeders, Organise and coordinate - Harmonisation of DUS system; - Risk of insufficient consideration of | Feasibility:
implementation national the DUS testing at - Improvement of the global European climatic and day length conditions across | There are limits to a concentration of test
and harmonisation | authorities Community level instead of quality; Europe leading to ineffective DUS testing; | sites. Depending of the crop, a minimum of 2
of the protocols by national or regional - Expected reduction of costs and of | - DUS testing carried out in different | testing sites located in different MS is required
authorities administrative burden (Less duplication of conditions as the breeding, selection, | in order to express GxE variability and to
work); variety; development and maintenance | secure a back-up position.
- More efficient management of the breeding leading to possible conflicts;

community of experts;
- Equal treatment of breeders;
Unique and complete reference collections.

- Risk that DUS tests are still carried out at
national level for certification and post-
registration checks (what would eliminate
the administrative and cost advantages
linked to less duplication of work);

- Expected longer time for decision-making
process.

Acceptance:
Survey results: 39% in favour, 61% not in
favour; n=142 respondents

Reluctance of stakeholders:

- Loose of national expertise and staff in DUS
testing;

- Breeders should be able to communicate
with testing authorities in their native
language, to be able to visit trials etc., which
contributes to transparency.

Extend the bilateral
agreements in order to
rationalize the number of
DUS testing sites in the EU

Other recommendation

made by stakeholders with

comparable expected

effects:

- Extend the multilateral
agreements.

More harmonised protocols and testing
provisions;

Concentration of the expertise on fewer
examination offices per species;
Optimisation of the phenotype evaluation
(having a critical mass and good reference
collections);

- Expected improved technical equipments
per examination site (e.g. greenhouses,
pathology laboratory facilities, molecular
markers, data management, etc.);

Gain of effectiveness which could lead to a
reduction of the number of cycles of
examination and speed up the access to
the market;

- Expected reduction of costs and of
administrative  burden (avoidance of
duplication).

As bilateral agreements are voluntary
schemes, very little  non-significant
disadvantages exist.

Feasibility:

- There are limits to a concentration of test
sites. Depending of the crop a minimum of 2
testing sites is required.

Acceptance:
- Survey results: 84% in favour, 16% not in
favour; n=135 respondents

Conditions for acceptance:

- Decision on bilateral agreements should be
left to national authorities;

- Ensure a Network of the only high
performing examination centres, to cover all
the agro-climatic conditions from North to
South for the respective crops.

Have a same and unique
DUS testing for marketing
and for the Community
Plant Variety Rights system
“One key, several doors
concept”

Harmonised decisions on DUS in all MS;

- Time-saving and lower costs for the
applicants;

- Efficient administration of the applications.

In case of management by the CPVO:

- CPVO is a private system which should
not be related to the DUS testing system
(public system);

- Different legal bases for
Catalogue and PVR.

Common

Feasibility:

- Such an increased importance of the DUS
test requires not only a maintaining but also
a further improved and harmonized
implementation of the DUS testing
provisions.
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In case of management by the CPVO:

1) Reorganization of DUS testing should be
based on quality requirements, including the
use of a proper reference collection;

2) Only Examination Offices meeting these
quality requirements should be entrusted by
the CPVO for the carrying out of DUS tests for
a certain species;

3) The accreditation of testing institutes
should be made by an independent body, not
CPVO, since it will be the biggest
commissioner of tests and cannot be
considered as biased in the matter.

Acceptance:

- Survey results: 81% in favour, 19% not in
favour; n=134 respondents;

- Seems to be not necessary for national
listing purposes (necessity of enlargement of
reference collection or amendment of the

definition  of  ‘varieties of common
knowledge’).
DUS requirements | Breeders Organize DUS testing at | - More use can be made of the information | - Additional burden and costs for the small | Feasibility:
and testing are in breeders  level, under stemming from the tests performed by the breeders; - Difficult to implement because of the lack of
the hands of official supervision applicants; - Expected difficulties in the management adequate experience of some breeders in
official authorities - Expected cost reduction for industrial and of reference collections; running DUS testing and lack of reference
(more a fact than a international seed companies. - Fragmented system that could lead to collection at breeder’s premises.
problem) higher  total costs and higher
Alternative - Official DUS examination conducted on administrative burden to organise the | Acceptance:
recommendation made by centres with the input of private expertise tests; - Survey results: 37% in favour, 63% not in
stakeholders: should guarantee the impartiality and the | - Reduce the development of new varieties favour; n=122 respondents;
- Establish an efficient credibility of the results. The delegation of responding to new challenges e.g. in | - This recommendation is acceptable as an
official system involving a cycle on private stations could be an food, fibre and energy security; option but not on a mandatory basis.
both public and private option, but only on voluntary basis, and | - Reduction of the independence (reliability
organisations with under adequate official supervision. of results) and transparency secured | Reluctance:
expertise sharing. trough an official system. - Main aim of the breeder is breeding.
DUS testing relies | Breeders, Adapt the standards to the | - Cheaper and faster technique; - The use of such new technologies in | Feasibility:
on morphological national development of new | - Allow to identify ‘biotypes’ within even Uniformity could lead to very stringent | - Totally new standards and statistical
features authorities breeding technologies strongly inbred varieties; constraints and reduce access to robustness of sampling etc. would need to

In particular:
- Support the morphological
analysis with molecular

tools and in particularly
DNA markers.
- Where useful, new

- Varieties that look the same can have
totally different parents and would be
allowed;

May help in the grouping of candidate
varieties and in the management of
reference collections as well as for the
identification of genetic links (e.g. for

genetics and so to progress for the
farmers;

New  breeding technologies are
potentially more discriminating than
morphology.

be established to properly implement
molecular methods for DUS for some
species, especially out-pollinators, which
would require a thorough re-examination;

- The development, testing and
implementation of molecular tools to support
the morphological study should be done in
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phenotyping methods
(pathological tests,
chemical analysis and
near infrared use, trait
analyzers, etc.) could be
used to complete the
genotyping analysis.

herbicide tolerance, pathogen resistance,
quality traits);

- Could be useful to support verification of
copy-varieties and PVR-infringements.

collaboration and consultation with breeders
to standardize the operating protocols;

- Any change to the standards must be
internationally accepted as regards OECD.

Acceptance

- Survey results: 91% in favour, 10% not in
favour; n=124 respondents;

- On the condition that the modern techniques
have been proven to be suitable for the
species concerned and if they facilitate the
verification of variety identity at lower costs;

- The basis would stay on a phenotypical
approach. New technologies (markers...)
could be useful but they must be adopted
only if the techniques are reliable and linked
to a phenotypic trait.

Strict rules for

Stakeholders

Make uniformity an optional

- Allow the marketing of conservation

- None for the stakeholders active in

Feasibility:

uniformity active in organic | criterion and develop a varieties, amateur varieties and landrace organic farming. - Conventional institutes can maintain the
farming traceability system  with and enlarge consequently the choice for the feasibility criteria, organic institutes can
indication of the origin of user. - For the stakeholders active on decide to or not depending on their
the marketed variety, of the conventional markets: more confusion for experience.
varieties used for its the user because of registration of
breeding as well as the uniform and not uniform varieties on the
specific breeding methods Common Catalogue.
used. Inform the user
accordingly.
Expanding Breeders, Reduce the size of the | - Reduced costs of distinctness analysis and
reference National reference collection by: maintenance of reference collection
collection authorities - Excluding the old varieties

which are less performing;
- When applicable, defining

a sub-set to which

compare the new variety.

Consider criteria for
reference collections on a
crop-by-crop basis.

Use molecular means to
establish genetic distance
between varieties and use
these distances to sow only
similar varieties at the
beginning of the
distinctness test (the first
year).

Food Chain Evaluation Consortium

87




Evaluation of the Community acquis on the marketing of seed and plant propagating ntarial
(S&PM)
DG SANCO Evaluation Framework Contract Lot 3 (F&ithin)

7.1.3.7. Overall conclusions and recommendations

The Community legislation provides precise provisioas regards the analysis of Distinctness,
Uniformity and Stability of a new candidate varietyowever, even if, the provisions were easy to
understand, implementation has led to significaiffernces e.g. protocol, size of references
collection, data analysis.

Major differences exist in the way MS have defin#dS protocols despite the existence of UPOV
and CPVO guidelinesesulting in differences in the costs applied entthe results of the assessments
of the varieties in those tests.

The difference in the size of the references ctiias is being seen as a major obstacle for a mifo
DUS evaluation

Overall, DUS tests are commonly considered as astdiool to secure that only distinct varieties are
being listed. However, several stakeholders havatioreed the limits of such system to register
specific varieties such as landraces, populatietas,

DUS costsare considered as reasonabled proportionatebut room exists for costs reduction,
especially when considering the costs linked tocthreduct of distinctness testing. Some stakeholders
have proposed several alternatives for the futeug ¢emoving the old varieties, working with sugb-s

of varieties, using new technologies, etc) whossifality are worthwhile being further examined.

For the future, the majority of stakeholders areopinion that_more uniform implementation and
harmonisation of the DUS protocols could be readhedugh the extension of bilateral or even the
establishment of multilateral agreements

Stakeholders active on niche markets considemtiaaé flexibility could be introduced as regards the
requirements of uniformityso as to allow the registration of non uniformie®es. In such a case, it
would be important to also develop a traceabiljtstem with indication of the origin of the marketed
variety, of the varieties used for its breedingvadl as the specific breeding methods used; arainmf
the user accordingly.

Those_new breeding technologies (e.qg. biomoledatdriques) are expected to positively support the
DUS analysis on morphological featurd$ere again, in-depth feasibility and cost/benafiglysis
according to crops should be carried out.

Some stakeholders also consider that cost savingd @also be achieved in the current official DUS
examination, if more use could be made of infororafrom tests performed by the applicant

Finally, having a same and unique DUS testing fstinig and for Plant Variety Rightohe key
several doorswould also lead to increased costs-savings anciesf€y improvements, especially in
the management of reference collectiokl®wever, further discussions should take placettos
approach as some MS states expressed valid argaiagainst itas demonstrated in the presentation
of the case study on WOSR (see section 7.1.3.5).

7.1.4.VCU

Table 12 below summarises the Community VCU provisi
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Table 12 — Provisions of the EU S&PM legislation ated to VCU

W

o

Crops Directives Community VCU provisions
Ref Art. Description of the obligation
Beet seed Council Art. 4 (1) The variety must be of satisfactory Value for Gidtion and Use (VCU).
Directive
Fodder plant 2002/53/EC Art. 5 (4) The value of a variety for cultivatiom ose shall be regarded as satisfactory if, conthtreother varieties accepted in t
seed catalogue of the Member State in question, itsities| taken as a whole, offer, at least as faprasluction in any givern
region is concerned, a clear improvement eithecédtivation or as regards the uses which can beenad the crops or th
Cereal seed products derived there from. Where other, supectmracteristics are present, individual inferioaretteristics may b
disregarded.
Seed potatoes Art. 7 (2, ¢c)| The following shall be fixed in acdance with the Committee procedure, account beakgnt of current scientific an
technical knowledge:
Seed of oil - the characteristics to be covered as a minimuniéekaminations of the various species;
and fibre - the minimum requirements for carrying out the exaation;
plants - the necessary arrangements for the growing traaksetcarried out with a view to assessing the vidueultivation or use
these arrangements may determine:
- the procedures and conditions under which all geisd Member States may agree to include in thevigpg trials, by
way of administrative assistance, varieties foraluha request for acceptance has been introducadoither Membe
State,
- the terms of cooperation between the authoritigh@participating Member States,
- the impact of the results of the growing trials,
- the standards relating to information on growingl$rfor assessment of the value for cultivationse.
Art 12 (1) The acceptance shall be valid untilehe of the tenth calendar year following acceptance
Commission | Annex I Characteristics as regards the examinatiothe value for cultivation or use:
Directive - Yield.
2003/90/EC - Resistance to harmful organisms.

- Behaviour with respect to factors in the physicalimnment.
- Quality characteristics.

The methods used shall be specified when the seatdtsubmitted.
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Vegetable Council Art. 4 (1) In the case of industrial chicory, thariety must be of satisfactory value for cultivatiand use.
Seed: only | Directive

industrial 2002/55/EC

chicory

Material for | 68/193/EEC No

vegetative

propagation

of the vine

Vegetable 92/33/EEC No

propagating

and planting
material other
than seed

Fruit plant
propagating
material and
fruit plants

92/34/EEC

No [NB: concept of testing for pomolaicalue is introduced in the newly adopted Coubdgikctive 2008/90/EC]

Ornamental
plants

98/56/EC

No

Forest
reproductive

material

1999/105/EC

No
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In cropping, the farmer is looking for the besturatfrom his land based on local conditions of his
own farm. Each season, he is adapting and impradvisgropping plans by optimising his growing’s
practices adjusted to each piece of land. In thjgr@ach, looking for the best economic value for
cultivation, the selection of agricultural inpusskiey.

For this selection, the farmer is looking for th@snreliable information on the economical and
agronomical value for cultivation, on the most addpvarieties to be grown, as well as on how to
cultivate them in order to express the best yielgptial of these cultivars.

Any farmer in any crop is interested to know how Hariety he has selected will perform on his farm
and how much income he will get to it. Volume dfoirmation available to him varies, significantly,
from one crop to another, from one MS to anothremfone region to another.

This set of information includes data coming fraegulated VCU or commonly called VCU trials but
for, only, agricultural crops and industrial chigor

Commission Directive 2003/90/EC lists in its annkk the characteristics (with no threshold
specification) as regards the examination of tHeevfor cultivation or use, as follows:

* Yield;

« Resistance to harmful organisms;

< Behaviour with respect to the factors in physicalimnment;
« Quality characteristics.

Overall, the VCU obligations are lightly definedthe level of the Community. The interviews have
also shown that MS do not have a clear picturdeir trights and obligations, for instance some key
interviewees did not know that it is possible tokem& CU evaluation in one MS on the basis of VCU
trials carried out in another MS.

The overall absence of VCU requirements for vedetaded (with the exception of industrial chicory)
can be explained by the fact that such a requiremenld be much too complex and costly to set up
for the highly specialized and differentiated vedps seed/crop markets. This is very much valid for
certain species for certain usages where yieldtishe leading criteria to be considered, lesotbers

e.g. vegetables for industrial purposes (cannedrazdn markets). Instead, vegetable seed companies
have established their own highly efficient systerhgariety trials, where new varieties are assgsse
in close cooperation with users in various climaanes. The qualitative survey has shown that,
overall, the European vegetable seed industry doesvish to see a change to this successful and
well-established system by the introduction of &oryn of VCU requirement for vegetable varieties.

Because seeds are living materials in a living remvhent, the agronomical value of a new variety can
vary according to:

* The testing location, which is characterised wipkedfic climatic conditions, soil conditions and
agronomic practices. The interaction between tia¢ [vcation and the variety is formulated as G
(Genotype) x E (Environment);

» The year: on a same location, the performance efvtiriety varies from one year to the other
depending on the climatic conditions. Such inteoads formulated as G (Genotype) x Y (Year).

In conclusion, the value of cultivation of a given variety isvee definitively established.

This has led the MS to develop and implement aifcbé knowledge’ as described in the following
scheme. Major sectors of agricultural industry hawganised their own information on variety
performances through recommended list trials, pagistration trials.
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Figure 7 — Chain of knowledge developed by the M®tassess the agronomical value of a variety

Level 1: breeder carry out breeding trials to judge ondharacteristics of the varietie
and to select the ones that could have a charfoe aacepted for variety registration

l

n

Trials regulated Level 2: Examination offices carry oMCU regulated trials. The objective is to filter
in the legislation the varieties with a satisfactory VCU and acceptrtfor national listing

v

Level 3: Public, semi-public and private structures carty post-registration trials
(e.g. recommended trials) to position the new ti@seon the market.

Each level may act as a filter and as a sourcefofmation for the next level. Tests at each nexel
tend to become more reliable from a farmers’ pathpe for instance, VCU regulated trials are
carried out on small plot trials whereas post-iegi®n trials are carried out on large plot trialgh
optimal agronomical practices for the variety (sogvilate, sowing density, etc.).

The importance of the VCU regulated trials in congmmn to the post-registration trials is specific t
each crop in each MS, depending mainly on the anandémportance of the crop for the country.
Consequently, big differences exist between MSherstructure of this chain of knowledge. In certain
MS, masses of data are being collected each yede \whothers, only VCU regulated data are
available for farmers’ selection. In Romania, thare no post-registration networks, so the only
source of independent information is the VCU data.

As European provisions are general, each MS impiésdethese provisions in its own legislation
based on MS specificities and requirements, ardiigao a large variability in the way varietieg ar

nationally being assessed for their VCU, that cdaddcalled ‘GxExL’ (Genotype by Environment by
Legi;éation) as being demonstrated in the GEVES comparativdystf National listing systems of

2003>.

7.1.4.1. Utility

Overall, the results of the qualitative survey indcate that large majority of respondents consider
the VCU provision as useful and that they are notn favour of removing it from the EU
legislation (Q 2.2.2.1.: 88% ‘not in favour’, n=114.

The main reasons they mention to explain thistytire as follows:
e They are one element of the process to get onetyariarketable in the whole Community;

e They act to provide a first screening of the véggetand ensure that only the better varieties are
registered;

e By assessing qualitative criteria, VCU network®wllto propose various products to the various
market segments;

% Comparative Study of National Listing Systemsdome Agricultural crops in the main European Caestr
GEVES, 2003
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« They make part of the chain of knowledge providiragiety marketing information to users,
directly if no post-registration scheme existsjriectly in other cases;

* They allow the breeder to compare at an early stégyeariety to all potential new varieties for a
given year and, as a follow-up, to possibly adaptgroduction plans and market strategy;

* VCU regulated trials and the related establishnoérdfficial criteria give the opportunity to the
national authorities to give ‘the direction’ in whi breeding efforts should be made (e.g.
resistance to diseases, low input agriculture, @tais argument is largely valid when considering
the history, much less today. Plant breeding ha®rbhe an international and more scientific
oriented activity. Most of breeders are aware aboeg¢ding orientations to be given to their R&D
program based on market demands, but several, Sktie® in one or a few EU MS could loose
the points of reference (i.e. the standards defateHU and national levels) still at the basis of
their strategy of innovation. Additionally, the pesce of VCU as a provision of the Common
Catalogue limits this argument as a breeder haayal ways for entering a market (national
catalogue and Common Catalogue);

* The case on segmentation of maize markets (silaggrain) and the non-fast enough adaptation
of the VCU Regulation in Germany, that has pendlibe German market for a couple of years,
demonstrates the limit of this argument;

« One respondent (i.e. national association of usesits on the fact that food security remains an
important driver for the future and will become m@o as the global climate grows more volatile,
as population growth continues, even if outsideEhk and as new markets in non-food expand
worldwide. In its opinion, VCU together with DUSsteng provides the solid base of information
which is relied upon by future trials work, withetlexception of the VCU testing for potatoes
which could be replaced by the monitoring of dise&sistance.

Graph 18 — Community VCU provisions in the future

Reinforcehe CommunityVCU provisions (n = 108) 31 69
Enlargethe CommunityVCU provisions (n = 108) 43 57
MaintainCommunityVCU provisions for limited numbenof users (n = 108) | s 95

Maintain Community VCU preigsioasdadimited numbeof final uses (n = 112) 14 86

MaintainCommunityVVCU provisions for reduced numbesf cropsépeciegn =

107) 21 79

Maintain CommunityAGTUppooeisions athey stand (n = 115) 72 28
Reduce&CommunityVCU provisions (n = 109) 24 76

Remove/CU fromthe Ellegislation(n = 118) 12 88

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

‘ In favour Notinfavour‘

43% of respondents (n=108) mention that they waildel to see the Community VCU provisions
enlarged to criteria such as food (and feed) a$ ageknvironmental safety aspects and 31% are in
favour of reinforcing the Community VCU provisiorishe comments they provide on these points are
quite succinct but overall, they consider that egiteg or reinforcing the VCU provisions will bring
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additional objective information on the characti&#sof a variety, what facilitates the selectidrite
right variety by users, allow an official contrdl the fairness of commercial advantages claimed by
the breeders and means more competitiveness fitiealfU industry.

Some stakeholders have brought some nuances toattedysis of the utility of the VCU regulated
trials, as follows:

« The utility of the regulated VCU trials increaseghathe extent to which they are developed and
carried out in real conditions. The user looksvarieties adapted to the environment into which he
plans to cultivate them;

« The relative utility of regulated VCU trials depandn the extent to which the post-registration
trials are developed. If post-registration dataefdr a variety, the user looks at them in priotd
decide on the appropriateness of the variety. dt'®alanced global system in the way post
registration is feasible because the registratiep deletes the non interesting varieties;

e The link between the Common Catalogue and the V@avigsion, i.e. the VCU testing as a
criterion to get a variety marketable in the en@@mmunity, is a non-sense. VCU testing varies
according to local environment and agronomical fizas and does not have any pan-European
value. During the interviews, some stakeholdersarihe@ same statement as regards the OECD
guidelines, according to which a VCU testing isuieed for the inclusion of a variety in the OECD
list. They have mentioned that some discussiormadir took place within the OECD with the aim
of removing such a link but that they didn’t suateeot because of insufficient arguments but for
fear of creating a precedent;

« The changes in usage of varieties in sophisticateakets make the assessment of vyield
superfluous and the one of usage too complicatedegsment of these facets should not be matter
of statutory assessment, which instead should foonsthe characteristics affecting the
sustainability of the crop e.g. chemical usage tagesof harvested crop.

It is difficult in some cases to make VCU critemiget industry requirements. The need to demonstrate
that a variety has merit for the market of a spedfS has on occasions limited the marketing of
varieties suitable for warmer climates. In particulor the seed potatoes sector, this approach has
affected the ability of national breeders to prazluarieties for the seed potato industry to compete
third countries markets.

These elements demonstrate that VCU is being pedeis a useful tool for traditional agriculture
However, when considering alternative agricultsigh as organic; VCU is being seen as an obstacle
to release cultivar of interests for this spedcifiarket. Several stakeholders complain on the faat t
conventional VCU trials are not able to select aicfarieties like organic farming where low-input
variety is preferred. In their opinion, the chaeaistics examined and the conditions for examimatio
do not fit with the specificities of those variatié-or example, it is currently difficult to go tlugh the
convential VCU networks to test an organic varietyder low-input conditions. However, the
Proceedings of 2008 workshop on VCU testing of nigaereal varieti€§ mentions thatlh order to

test the suitability of new varieties for organarrhers, during the last decade a number of EU
countries (e.g. Austria, Germany, Netherlands, &wiand) have started to study the necessity to
adapt the VCU protocol for cereals to the speaiquirements of the organic sector. These needs
include the evaluation of varieties for plant tethat are not regularly observed in VCU, but afe o
key importance for organic farmers, such as e.gedveompetitiveness and resistance to seed borne
diseases, and conducting the trials in organicdsél If certain MS have already integrated this
approach of specific testing for specific varietiesg. AT for organic varieties), participants bet
above mentioned workshop consider that these sff@ate been too limited and that actual VCU costs
are not proportionate, too expensive, to the magizet of these varieties.

% Proceedings of the COST ACTION 860 — SUSVAR a@DEPB Workshop on Value for Cultivation and
Use testing of organic cereal varietid¢hat are the key issues28" and 28' February 2008, Brussels,
Belgium.
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This case example on organic varietammonstrates the need for a VCU network to beitdlex
enough to integrate new type of varieties develdpeather markets or/and with new technologies.
Most of interviewees consider that the current Vidal network is sustainable in the short to medium
term (5 to 10 years) but needs to be constantlptadato be able to tests other varieties than those
aiming at increased productivity or better disaaséstance only.

The survey results (Q 1.1.5.) indicate that 19% afespondents consider that the legislation has
had a negative impact on the preservation of plangenetic resources in the EU, 28% consider
that it has had no impact and 53% consider that ihas had a positive impactin the literature, the
qualitative survey and during the interviews, salstakeholders highlight that the importance given
to the yield characteristics for VCU trials may bagontributed to missing an opportunity for
increasing the intra-specific biodiversity for sospecies.

Distinction must be made here between the inteciBpebiodiversity and the intra-specific
biodiversity as follows:

« Inter-specific biodiversityefers to the diversity of the species domestitared cultivated by the
human being. In general, it is recognised thatethisr currently a loss of the inter-specific
biodiversity but that it is not linked to the VCUlals, or to the legislatioim general. If some crops
have, nearly, disappeared in some regions, it'ipaiue to the non-economic reliable value of
the crop for the users. Alternatively, some otheps appeared in areas where there were not
present in the past e.g. silage corn, and maink/ te breeding creativity. Maize cropping for
feeding animals was not present in the Northert phEurope 40 years ago. Breeders have
developed new type of varieties and production m&sehave been adapted to produce this new
type of varieties;

* Intra-specific biodiversityrefers to the diversity of the varieties within pesies. Generally,
stakeholders consider that the overall geneticrditsehas not decreased but that it has been less
exploited. Breeders have continued to enlarge émetic variability (i.e. the germplasm) at their
disposal to develop new varieties but this germplass been privatised by the industry. Some
tools have been developed to counter such privatisdike the breeder exemption (according to
which a commercial variety, even if protected, may used by a breeder in its selection
programme) and the development of gene banks. Meless, some narrow market requirements
could have negatively impacted on the diversityhef cultivated/marketed varieties. For example,
the continuous demand for new varieties with highgmicultural productivity could have pushed
the breeders to focus their work on genes poténtiaintributing to better yield. Contrarily, the
need for more disease-resistant crops has pogitbegitributed to an increased diversity in crops
like wheat.

This point is of importance and requires furthealgsis as several contradictory studies show the
complexity of the subjett

7.1.4.2. Effectiveness in achieving the objective$ VCU testing

Considering the responses to the qualitative surve{Q 2.2.1.1.), around 90% of respondents
consider that the Community provisions for ‘value br cultivation’ and the ones for ‘value for
use’ have been partly or fully effective.

87 Cadot V., Le Clerc V., Canadas M., Belouard E., Fou¢heRichard E., 200&Estimation de la diversité des variétés
inscrites au Catalogue francais des espéces agsonlétivées : réflexions préalables a la mise eaceld’indicateurs de la
diversité génétique disponibl&GEVES, september 2006, 50 p. and its critical asiglpy S.L.Anvarles indicateurs de
biodiversité: de I'importance du contexte réglenadnet Courrier de I'environnement de I'INRA n° 54, septee 2007.

Food Chain Evaluation Consortium 95



Evaluation of the Community acquis on the marketing of seed and plant propagating ntarial
(S&PM)
DG SANCO Evaluation Framework Contract Lot 3 (F&ithin)

Graph 19 — Effectiveness of the Community VCU prowions
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National authorities estimate more frequently thath provisions have been fully effective than
suppliers (65% of 26 respondents active in poli@kimg, 62% of 37 respondents active in
registration, 58% of 24 respondents active in fiestion compared to 20% of 48 associations of
suppliers and 44% of 25 associations of users).

The study of the evolution of the productivaiso gives an indication on the effectivenessief\{CU

in contributing to varieties with improved charagggcs. Overall, it seems that gains of produtyivi
has increased, due to 1) the cultivation of vagetivith a higher potential (yield, quality, resigta to
diseases), but also, 2) to the improvement on ttenamic practices. It is being recognized by
interviewees that productivity increases are duedf®50% to plant breeding efforts and for 50-60%
to optimisation of agronomic practices.

For instance, the study of the evolution of therabteristics of forage maize during the last 20ryea
in Belgium has shown a continuous improvement iantgtative and qualitative characteristics,
together with better disease resistance and heaseestity, as follows:

« Increase for silage maize per year: total dry mafted: 0,85% (rel.); total digestible organic dry
matter yield: 1,2% (relative); dry matter contefttle total plant: 0,8% (relative); resistance to
lodging (scale 1-9): from 6,9 to 8,5, resistanaestalk rot (scale 1-9): from 7,0 to 8,9;

* Increase for grain maize per year: grain yield%2 @el.); dry matter content of the grains: 0,4%
(relative); resistance to lodging (scale 1-9): fr@0 to 8,2; resistance for stalk rot (scale 1-9):
from 7,2 to 8,4. This evolution was due to progresbreeding; cultivation techniques were not
changed during this period.

In its 2004 stud¥ on the genetical progress of beet, oilseed rapdlosver, soft wheat, barley, forage
maize, alfalfa and turf-type perennial rye-grasstiom 15 years preceding the study, the GEVES
indicates an improvement for yield and diseasestege in most of the studied species. Yield
improvement was roughly of 1,3%. Quality improvemeras also observed, upgrading varieties
characteristics or giving them new opportunitiesfmmarket place.

These results should be analysed carefully asdicaitor of effectivenes$roductivity has increased,
but apparently not more or less than in EU croper@lvVCU is not mandatory e.g. vegetable seed. In
countries where VCU doesn't exist, productivity hasreased as well. When evaluating varieties
during only 2 years on a specific limited list ofiteria, some varieties with limited values for

% Aurélia Luciani, GEVES, Etude du progrés géndtighez différentes espéces de grande culture nsepte
2004
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cultivation can be register®d and others with true added value for cultivatame rejected as they
may not express their full potential in VCU smabtg trial$®.

Nevertheless, several stakeholders have mentionedgdthe interviews or the qualitative survey
some limits to the current effectiveness of theuteigd VCU trials, as follows:

« The legal provisions for VCU testing in principleeaeffective. However, because MS apply
different thresholds for the judgement of a ‘suffitc’ VCU, the level of actually reached
‘improvement’ varies between them;

* In some MS, one can see that users are not rebyingCU results only to choose varieties. This
highlights the fact that the guarantee they bringdt sufficient everywhere;

e Often the indices are too much focused on betwdyor quality. In the future, a full assessment
of market value must be made rather than overmediaon yield or quality. Instead of agronomic
value for cultivation, economic value for cultivati should be preferred,;

* Quality standards are often too uniform and doatiotv the breeding of varieties for specialities;

* In some case it is difficult to balance the evabratf the variety between value for cultivation (a
variety could be very productive in a restricted bpecific area, and not in the large part of the
member state territory) and value for use (oftealigudoes not go with productivity);

* Because they are carried out on 2 years, The VQ@ulated trials do not evaluate the ‘yield
stability’, which is a key criteria for the farmeand the processor in case of contractual relation
with the grower. For instance, field peas are ndtivated by farmers not because of a lack of
productivity but mainly because of a problem oflgistability, in space and time, for this crop.
VCU is not addressing this criteria;

* The management of the national official VCU netvgo(k.g. the selection by official authorities
of the trial locations, the control varieties, gtcan be a matter of competition between some
breeding companies, especially when trials aregoexecuted by the breeders.

7.1.4.3. Efficiency in achieving the objectives &fCU testing

A high number of trials are necessary to predietagronomical value of a new variety in comparison
to control varieties on a reliable way. The cof$tsamducting those trials are expensive and depand
the area of the crop, the mechanisation of theetyatesting (especially at harvest), the number and
type of analyses and the number of varieties irtribks.

76% of respondents to the qualitative survey (Q 2.2.4, n=98) consider that the costs involved in
fulfilling the obligations imposed by the Community provisions for VCU testing are at least
partly reasonable and proportionate, mainly becausethe examined characteristics are in
accordance with the specific conditions in the codry and are a prerequisite to guarantee a
sufficient production vyield.

Considering the distribution of VCU costs between he public authorities and the industry,
respectively 50% and 43% of respondents (Q 2.2.1,61=94) consider that it is partly or fully
appropriate. Several respondents have highlightedhat there is currently not a level playing
field in the payment system throughout the EU.

% SYNERGY, an oil seed rape varietal associatianety, has been registered after only 1 year of/\t€sting
in France, as the 1st year results were extrenm@giging, but failed completely in farmers fieldetlyear of
market introduction

4 THESEE, a winter wheat variety, has had to goubh a 3rd year of VCU testing in France, as tHies?
years were not demonstrating that the variety veaslgnough to be listed ; and later became a mhx&eéer for

a long period of time.

DEA, a maize variety, has never been accepted dditian to national list in Germany; but had a good
commercial success in Germany by using the Comnadal@ue access to the market.
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Graph 20 — Extent to which the VCU costs are reasaile and proportionate
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When asked about the possibility to restrict then@mnity VCU provisions (and the associated costs)
to a reduced number of crops/species, or a limitedber of final uses or a limited number of users,
majority of respondents do not support such alteres (Q 2.2.2.1.).

Graph 21 — Opinion of respondents on three possiltiles to restrict the Community VCU provisions in the
future
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In particular, some stakeholders have considerad @ommunity VCU requirements should be
removed for minor species such_as swede, mustardoalder kale Because the sugar bewarket is
generally almost entirely dictated by the needhefsugar industry, VCU requirements should also be
removed. As regards seed potaide® respondents insisted on the fact that theofiS&CU testing is

not seen as imperative and the allowance of maddkelecide appropriate varieties is seen as more
beneficial. However, it remains important that gessvare aware of any weaknesses varieties have in
terms of diseases.

In their comments to the qualitative survey, stakadrs have highlighted some cases of reduced
efficiency as follows:

* Currently, the VCU rules are completely dependemttioe interpretation by the MS of the
regulation. Different requirements may have limited development by breeders of a specific MS
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of varieties adapted to the environment in other. M&o all MS do not have the required
expertise to revise over time the VCU requireméntsall species, including the minor ones. This
has led to inconsistencies between MS for thengsti same species;

« The limitations of the existing system depend andbsts for releasing varieties in the respective
MS. In MS with high costs, the VCU-testing leadsntany varieties of the main crops which
compete for the biggest areas. As a consequencietiea with special characters to closed
production chains or varieties with more diversarelters for less favourable growing conditions
will not be developed, because the market poteasiahot develop. The existing system limits the
release of those varieties, thereby restricting tnailability;

* The existing system can provide an obstacle foovation because additional variety character
analyses incur extra costs. As a consequence, naiketing ideas become more expensive,
particularly as they have to start with smalletiahimarket;

e VCU testing is especially for SME too expensive drndders them to register varieties. Big
market players have enough financial backing tothie registration of several candidate varieties
in the same time with the aim that only some ofrthgass through. They can save a lot of time
with these practices, which small companies caafiotd;

* Results of VCU testing are not enough used by ey Link, synergy between VCU for
national listing and VCU for recommended list afeeio done by different examination offices
and are not always fully exploited.

Assessing the true effectiveness of VCU is a diffiexercise. It is easy to demonstrate what has be
achieved, as presented in the figures on produgsvincrease over years in VCU trials (section
7.1.4.2); but difficult to predict productivity ekdion without VCU as increase of productivity has
been observed in crops (e.g. vegetables) and éeegpdJSA, Australia) where regulated VCU is not
mandatory.

The FCEC team believes it would be worth makingiréhker analysis of the utility and efficiency of
the VCU on a crop-by-crop basis and to better wtdad why VCU is so important in agriculture
crops and not needed for vegetable crops (e.gc logkeeping VCU for industry chicory and not
having VCU for industrial vegetable crops).

7.1.4.4. Analysis of recommendations

The following matrix summarises the identified pgeshs/threats as well as the recommendations to
address them, with description of the advantagesddiantages, feasibility and acceptance by
stakeholders.

The recommendations blue are suggestions formulated and tested in the ignesire of the
qualitative survey. Thosen greenare other recommendations made by stakeholderthiein own
initiative. For the recommendations in blue, thieldgprovides the proportion of survey respondents
who are ‘in favour’ and the one of those who ist‘imofavour’.

Food Chain Evaluation Consortium 99



Evaluation of the Community acquis on the marketing of seed and plant propagating marial (S&PM)
DG SANCO Evaluation Framework Contract Lot 3 (F&thin)

Table 13 — Summary matrix - VCU

Identified Stakeholder Recommendations to Advantages Disadvantages Feasibility and acceptance by
problem/threat | s concerned address them stakeholder
- Lack of Breeders, Organise the official - Agro climatic areas can be interestihg Decision must be national for publjc-€asibility: _ _
harmonisation | national VCU testing atl sometimes for certain species (el.g.policy of each member state. Difficult to implement in practice. NL
between the | authorities | Community level, based Maize). VCU is limited to rather small BE 2" FR have tried to develop|a
VCU protocols on areas of adaptatign ions. Th . dded Valuharmonlse_d testing protocol for linseed
- X regions. fhere 1S no a But they did not succeed
of the different (European networks from testing at EC level y
MS; according to  agrdg . . . Lo
climatic  areas  for -The_ increasing diversity in _theAcceptance: _
_ national and regiond environment, climate, cultlvatlm_Survey results: 36% in favour, 64% not
- VCU trials are decisions) practices, and consumer demadnith favour, n=117 respondents
expensive. (including the cultural aspect) will

require a diversity of specific
guarantee systems under the
sovereignty of regions and states
rather than a unique one.

Allow recognition of - Expected positive effect on the costsVCU is limited to rather small Feasibility: _
other Member States’ | and administrative burden (avoiding regions. There would be no bengfit Bilateral agreements are possible when
VCU data for national | unnecessary duplication of work from data coming from other regions @gronomical, - climatic, phytosanitary
listing (bilateral where conditions are largely similar)| or MS. and growing conditions are similar;
agreements) - More harmonised VCU protocols. | - In order to judge the VCU a certajn Full cooperation is required betwegn
L . the national networks both on the
minimum  of " testing years and cngice of the locations and on the wj;y,
Several stakeholders testing ~intensity (I_ocat|on5_, trials are conducted and scored. This
have enlarged  this observations, — examinations)  liS yemands resources and willingness to
recommendation td required. Cost saving efforts in cooperate.
multilateral agreements individual MS may - from
statistical view - lead to crucial Acceptance:

situations concerning the databg
for the assessment of VCU of
variety.

- In small MS, small official teams in
charge of VCU trials may disappear,
what could cause more difficulties &
increase time for decision-making.

S8urvey results: 77% in favour, 23% njot
8n favour, n=117 respondents
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Allow coordination| - This alternative is a good andSame as above Feasibility: .
between Member States operational step to improve the -1t is important that the decision gn
of official observation§ European system:; VCU remains at the national level;
and national decisions_ ajiow to go further than in thé cooperation must only exist for the
possibly under bilateral gcenario of bilateral agreement, py grodqctlonhofldd%ta bug n no_dwa?/]
agreements. treating data by agro climatic areas, Cgﬁﬁ‘%n should be made outside the
and not by country. The valorisation -Each MS must be able to add
of t_his new kind of information after observations:
registration could be transferred to| a - Treatment of the information could be
European level; given to a European organisation |in
- Improve the quality of information fof order that they communicate about it/in
users and breeders; a transparent and liable way.
- Reduce costs if the number pf
common observations is the majority Acceptance: _
and if the trials network is optimized Survey results: 84% in favour, 16% not
at the European level. In this frame, in favour, n=116 respondents
the applicant could pay fewer fees for
VCU, depending on the number pf
countries that are coordinated and the
number of national registrations asked
by the applicant;
- Positive expected effect on the
administrative burden and rapidity of
decision-making process.

-VCU testing is | Breeders, Organise the VCU Organisation at the level of theOrganisation at the level of theFeasibility: o
mainly a tool | national testing at the level of the breeders: breeders: - Protocols, criteria and decision myst
of marketing | authorities | breeders, under officigl  greeders operate very good trial Only breeders of a certain size wjil rer;r;]alr!t_the reSgOTSIbmttK of thte Ohﬁl?lall
for the breeder supervision networks and have experienced figldbe able organise VCU testing. a I_ont.les. h Iijb th e & r-]tl)(?ﬁ[
or a tool of officers. Therefore, they can really. Risk that th tem i regiseion Shouid be the responsibity
decision for contribute to the system: -Risk that the system is no more of the br_e_eders,
the user (not a N ' accessible to __small innovative- In a(_JId|_t|on to _bre_eders, farmefs
problem but a Alternatives: - Positive expected effect on the costsbreeders or specific targets; associations and institutes should |be
fact); “No organisation of (trials alrefdone by hbr_eeders in Ith@Expected negative effect on the allowed to .reallze tests under officigal

VCU testing at the same platform as their own trl_a_:), quality and plant health of seed; supervision; o
administrative burden (as official - ... | - Official supervision must maintain

_VCU trials are level of the breeders involvement is reduced) and rapidity Job losses at official authorities
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expensive.

but more integration of of the decision-making process.
seqd

the
industry

breeders,

and othe

technical infrastructure

in the testing networl

(e.g. by making use df bringing reliability and level playing

existing infrastructure
expertise and data)

Official supervision:
- Supervision from the authorities

field for all companies and users;

- Public involvement permits

system to defend public policy about quality for feed,

the orientation of genetic progress.

currently in charge of conducting some trials inside its own organism

trials;

- Official VCU testing is interestin
for those species and varieties wh
S it is difficult for the farmer to easily

determine himself the value of use

and cultivation: qualitative aspect

the rather than quantitative aspects (il

for good so
coverage, stress resistance etc).

Lreofficial supervision must be able

order to maintain skills and expertig
and to benefit from stable data. Final

purpose innovations and to pil
-e evolution of the system in order
5. keep its utility and competitiveness;

e.

I
Acceptance:

Survey results: 67% in favour, 33% n
in favour, n=118 respondents

in

o

y;
(0]

testing at the level of thg

Stimulate the VCU

breeders without official
control or supervision

> breeders:

Organisation at the level of the

As option ‘Organise the VCU testing a
the level of the breeders, under officig
supervision'.

Organisation at the level of th
breeders: As option ‘Organise the
tVCU testing at the level of th
| breeders, under official supervision’

No official control or supervision:

-Loss of credibility for the

registration system, as users wi

have to rely on data impacted
private marketing strategies;

-Loss of the guarantee
independence of the breeders ang
their objectivity in the interpretatio
of the results of the VCU trials;

- The orientation of genetic progre
by collective interest (sustainabilit
adaptation to technologies). would
be impossible.

eAcceptance:
, Survey results: 6% in favour, 94% not
- favour, n=120 respondents

Py

pf
of

-

5S

in

Conventional
VCU trials are
not able to
select niches
varieties like

Stakeholders
on niche
markets

Introduce flexibility in
the VCU system, e.g.:

- Periodically review the|
VVCU criteria for
relevance and ensure

Do not prevent the marketing
varieties suitable for niche market
which may find VCU testing irrelevar
and unnecessarily high cost burden;

pf- None for the stakeholders active

s, niche markets

t_More complex networks to b
managed

Hireasibility:
- MS decision to go in that direction.

e
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organic farming,
GM variety,
variety resistant
to dryness,
variety adapted
to saline soill,
low input
variety

that they reflect end
market requirements;

- Set-up specific
networks for specific
varieties;

- Consider private data
submitted by
applicants.

- Cut down system for
niche varieties making
trialling effort and
costs proportionate to
the market

In parallel, base
registration regime on
traceability from
breeders to processors.

Do not restrict the development of ne
varieties.
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7.1.4.5. Results of the in-depth study: “Analysi for one crop of the
effects of suppressing the VCU testing”

VCU is mandatory in EU provisions leading to thetfdnat VCU networks exist for the major crops in
most of EU MS. A precise description of the differ®& CU networks is being presented in Annex 10.
The following case study aims to establish what ldidae the consequences of suppressing VCU at
national level for winter wheat.

The following MS were selected based on the impaegeof wheat: DE, DK, FR, HU and the UK.
Key figures of the VCU testing networks

VCU national schemes are very different from one tSanother, therefore the structure of the
national networks are very specific. Comparisorihef main indicators of the VCU networks is not
leading to any significant conclusions.

Table 14 — Main characteristics of VCU national scemes for winter wheat

DE DK FR HU UK
Average numbeof applications/ye: 120 30 75 50 60
Duration of the testir 3 2 2 2 2
Total number of yield tria Y1:14, Y2:15, Y3:25 5 per year (+ Diseases trials) p&8 year 7

2 authorities +
Distribution of trials (authorities vs industry) | Industry:50% in Y 7 applicants per year 75% by industry  Authority only 50% industr
About 2/3 d varieties are withdraw

Average VCU acceptance rate 10% from applicant after 1 year of testihg 20% 80% 50%
Fees per application 190C€/year 120(€lyear 510C€ for 2 yearp 100(€/year |500(€ for 2 years
Average approximate costs to run the networ| 650600 35 00(€
Approximate number of FTEs dedicatec
the management of the VCU network 10 3 3

Effects of removing regulated VCU testing at natldavel

The comments collected during these in-depth studrie not very different from the ones that are
presented in the core analysis of the VCU provisidiost of interviewees do not see the possibility
to remove the VCU requirement, as it is a pillarvariety registration. In MS, such as HU, where no
post-registration network exits, the main consegaemould be that the farmers would not have any
independent data at their disposal any longer. theroMS, removing VCU would require a re-
organisation of the chain of knowledge as preseoteigure 7.

Other possible consequences can be listed as fllow

» Time to market will not be affected as DUS hasdabmpleted before any listing decision can be
taken;

« Loss of market transparency as the market couliiobded with varieties that have no value for
the users;

* Access to the market for small players will be etiéel and reduced. VCU is being seen as a
neutral platform for all breeders;

* Many more varieties will be marketed leading tofasion for users;
* Post-registration will have difficulties to selegtrieties to be tested;

» Breeders will lose references to plan their prodpesitioning (selection of varieties to be
marketed, development of seed production planstipaisg vs. competitors, etc...);

e Transfer of costs to the industry, as the breedkihave to run trials to further estimate the \&alu
for cultivation of the varieties to be selected fmatrketing;

» Disappearance of leverage public policy.
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7.1.4.6. Overall conclusions and recommendations

Value for cultivation is key for any farmer regas$ the crophe is considering for planting.
Therefore, he has taken lot of attention in sabgctiew varieties by looking at reliable information
(e.g.data results) and visiting trials in his néighrhood. As seed is a living material growing in a
moving environment, the agronomic value of a neweba varies from one place to another (GxE
and depends also on the cropping conditions, ttmefiais preferring data that are being produced as
close possible to his farm and with the same crapponditions than the ones he is using

Depending on the agricultural sector organisatioa,farmer has at his disposal lot of information f
his selection (seed companies data, official amdi-eéficial data, data from cooperatives, retailers
seed merchants, etc..) formingahain of knowledgé In other area and for minor crops, this set of
data is sometimes limited to regulated VCU datg. (@edicinal crops in Romania).

Reqgulated VCU trials aim to predict the agronomiealue of a new variety in comparison with
standard varieties. They are an obligation in thel&gislation for agricultural crops and industrial
chicory only Instead, vegetable seed companies have establisbi own systems which seems to
function well so that, overall, the European vebktaseed industry doesn't wish to see the
introduction of compulsory VCU for vegetable vaigst

The VCU obligations are lightly defined in the Coomity S&PM legislation. In practice, each MS
has developed and implemented VCU protocols angarks to evaluate value for cultivation for a
limited period of time (2 to 3 years). Great diffiaces exist between MS as regards the VCU criteria
and the importance given to the regulated trialcomparison to the post-registration ones and,
therefore, a GXEXL (Genotype by Environment by kkdion specific to the MS) situation is being
observed This has led to the absence of a level-playietdfand to the appearance of significant
differences between the VCU trials networks impleted by the MS.

However, VCU is perceived, on average, as an éasand robust tool for many agricultural species

It provides the solid base of informatjomhich is relied upon for future trials work. VCtdsts are
considered as reasonable and proportionate but masts for costs reductionhe VCU is an
important decision tool for the user and an impartaarketing tool for the breeder. VCU requirement
seems less appropriate or outdated for some crmbsas sugar beet, as it is managed as an industria
crop.

VCU had been implemented to secure that only imgxoxarieties would be marketed. This approach
was based on the need to improve productivity & @0’s. As alternative agriculture e.g. organic
farming, new technologies developed in the lasy@8xs, some limits exist to test non conventional
and niche varieties

The VCU must evolve to adapt to any type of agtizel, markets have diversified with varieties
being developed for specific uses, and become rflesgble to test varieties created by new
technologiesSeveral projects (e.g. EU VCU approach on grassspting VCU network for organic
varieties in AT) and research activities (e.g. ¢iglodelling in FR) are ongoing, and some results ar
already implemented, for adapting VCU networks utufe needs. FCEC team considers that these
efforts should be further developed with a pan-gaem approach (e.g. STREP projeBtptection of
the environment is, also, to be further consideesdi development of varieties with environmental
benefits should be promoted

Stakeholders are in favour to a certain extennhofgasing the role of the breeders in the operaltion
(mainly technical) organisation of the VCU testifidney believe that the involvement of the official
authorities are crucial to maintain credibility aadevel playing field for all companies in order t
avoid the exclusion of small innovative breederssbme MS like France, Germany and the UK,
breeders have been allowed to carry out the feat wf the VCU trials under the official supervisio
of the authorities for main crops. Special attemtéhould be focused on the neutrality of the VCU
networks to avoid that this platform will becomplace of competition between actors
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Great majority of stakeholders also support thegestions of developing the coordination with the
neighbouring MS, which have an overall objectiveaafucing VCU costs

The European regulation is not a barrier to theseeldpmentstoday there is no EU provisions
preventing these evolutions. However, Europeanigians are not a lever for progress in this sought
for and needed modernizatioBeing neither a barrier nor a lever, one may veondbout the
usefulness of these European provisions and thetoemake them evolvévost of those interviewed
prefer thestatus quaas there is a fear about the consequences ahallttwel of modifying/abolishing
European VCU provisions. FCEC recommend to cartyanuimpact assessment, as further study on
this point would help to better understand the eqnences of a change in European provisions

The necessity to change the VCU to a more flexsghktem is a reflection that is being waged in many
countries and particularly in Canada. Canadianaitibs and breeders have considered removing
VCU and replacing it with a more flexible systemanase-by-case basis.

The Canadian Food Inspection Agency has publishetlne 2008 its proposal for a more flexible
variety registration system distinguishing betwémee parts with three levels of variety registmati
requirements as follows:

e Part I: variety registration requires pre-registrattesting and merit assessment. It is intended fo
crops asking for stringent official control to eresutthat varieties meet minimum performance
standard;

o Part II: variety registration is based on pre-rieggiton testing but not merit assessment. It is
intended for crops for which official control isqured to confirm the validity of pre-registration
testing data but for which merit assessment reptesedisproportionate regulatory burden relative
to the benefit derived or does not effectively jicethe usefulness of varieties in the marketplace;

» Part lll: new varieties would be subject to onlysicavariety registration requirements, i.e. the
application package would include a representagierence sample, the pedigree of the variety, a
description of the characteristics of the variety,indication of whether the variety is a PNT and
data to support claims. The applicant must dematestthat the variety meets health and safety
standards and that it is DUS.

Overall, the benefit from the introduction of flbitity are more timely access for producers and end
users to new varieties than with the previous sysiacreased innovation within the seed and crop
sectors and cost savings due to the reduced regulatirden.

The full text of the proposed regulatory text aedulatory impact analysis statement is available at
http://www.inspection.gc.ca/english/plaveg/variattoce.shtml

Finally, OECD Working Group is discussing the ralege of the following provision in the OECD
Seed Scheme$:The OECD certification applies [...] to varietewhich [...] have an acceptable value
in at least one participating country [...]".
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7.1.5. Variety denomination

Provisions for variety denomination are developethe Community legislation for agricultural crops,
vegetable seed, fruit plant and ornamental planprasented in the following table:

Table 15 — Provisions of the EU S&PM Community legiation related to variety denomination

Crops Council Community provisions on variety denomination
Directives Ref Art. Description of the obligation

Beetseed | 2002/53/EC | Art. 9 (6) | As far as the suitability of the denomiiion of a variety ig

Fodder plant concerned, Article 63 of Council Regulation (EC) RbH00/94

seed of 27 July 1994 on Community plant variety rightts$ apply.

Cereal seed Detailed implementing rules as to the suitabilityf |o
denominations of varieties may be adopted in acoare with

Seed the Committee procedure.

potatoes

Seed of oil

and fibre

plants

Vegetable | 2002/55/EC Art. 9 (6)] Idem Art. 9 (6) of Councilr®ctive 2002/53/EC

Seed

Material for | 68/193/EEC | Art.5d If it is known that propagation material of a giveriety is

vegetative 3) marketed in another country under a different naheg,name

propagation shall also be indicated in the catalogue.

of the vine

Vegetable | 92/33/EEC Art.9.2. refers to Article 10 of Diraati 70/458/EEC. This Article

propagating corresponds with Art.9 of Directive 2002/55/EC

and planting

material

other than

seed

Fruit plant | 92/34/EEC Art. 9 (2)] Each variety shall be desmditand, as far as possible, bear the

propagating same denomination in all Member States, in accaelamith

material and accepted international guidelines.

fruit plant

Ornamental | 98/56/EC Art. 9 (2)| As far as possible, each vagriethall bear the same

plant denomination in all Member States, in accordanceh wi
implementing measures which may be adopted in daoge
with the provisions on Committee procedures or, thieir
absence, in accordance with accepted internatgndelines.

Forest 1999/105/EC No

reproductive

material

Commission Regulation 930/2000/£C(amended by Commission Regulation 1831/200%)EC
establishes the rules for the checking of variegpaiinations. Until the year 2000, no detailed

41 Commission Regulation (EC) No 930/2000 of 4 Ma30@ establishing implementing rules as to the
suitability of the denominations of varieties ofiagltural plant species and vegetable species
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checking of the denomination was carried out. Todagh checking takes place within a pre-defined
group of species, e.g. group ‘sorghum and maizeym ‘oilseed’, etc.

The ‘Whereas’ (2) of this regulation specifies pussible impediments, which make a denomination
unsuitable, as follows:

e Use precluded by the prior right of a third party;
« Difficulties as regards recognition or reproduction

« Denominations which are identical or may be cordugdth a variety denomination of another
variety;

» Denominations which are identical or may be cordusih other designations;
* Misleading or causing confusion concerning the atitaristics of the variety or other features.
Variety denomination can be in the form of a ‘famame’ or of a ‘code’.

Article 3 (1) of the same regulation foresees cageye a variety denomination shall be consideved t
cause its users difficulties, as follows:

Table 16 — Cases where denomination shall cause utsers difficulties

Fancy name Code
Consist of a single letter Consists of a number or numbers only, except in|the
case of inbred lines or of similarly specific typefs
varieties

Consist of, or contains as a separate entity, iassef | Consists of a single letter
letters not forming a pronounceable word, except

where this series in an established abbreviation
Contain a number, except where this is an intggaetl| Contains more than 10 letters, or letters and nusnbe
of the name, or where this indicates that the i
or will be one of a numbered series of biological
related varieties

Consist of more than three entities Contains more than four alternating groups of tefe
or letters and a number or numbers

y

—

Consists of, or contains an excessively long word

Contains an hyphen, a blank space other than betw€antains a hyphen, a blank space other than| for
the entities of which it consists, another mark, | @eparation from a pronounceable word, another mark,
upper and lower case mixture within the entities, aasubscript, a superscript, a symbol or a design.
subscript, a superscript, a symbol or a design

Furthermore, Article 6 (e) of the regulation stigels that a variety denomination shall be consilere
to mislead or to cause confusion if it consistsantains:

e Comparatives or superlatives;
« The botanical name, or part thereof, of a genwgpecies of the plant kingdom;

e The common name of a genus or species of the piagdom within the group either of
agricultural plant species or of vegetable plaetcggs, to which the variety belongs;

« The name of a natural or legal person, or a retereéhereto, so as to convey a false impression
concerning the identity of the applicant, the persssponsible for the maintenance of the variety,
or the breeder.

42 Commission Regulation (EC) No 1831/2004 of 21aBet 2004 amending Commission Regulation (EC) No
930/2000 establishing implementing rules as tosthitability of the denomination of varieties of mgittural
plant species and vegetable species
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The registration authority of the MS where the agpit submits its variety checks the suitability of
the denomination at national level and possiblys&@SRVO to check it at EU level, on the basis of its
European database. The recent development of tMOGRtabase has improved the denomination
check compared to the time when such check had tmabriied out at the level of each other MS. The
current role of CPVO on the matter of denominatfoto provide an advice; it has no decision-power.

7.1.5.1. Utility

Overall, the current Community provisions on variety denomination are considered as useful;
l.e. 99% of respondents to the qualitative survey 2.3.2.2., n=136) are not in favour of
removing them.

Graph 22 — Variety denomination in the future
Maintair the waniiety
denominatio as its currently 63 37
stands (n = 140)

Revisetlte system (variety

denominatio (n = 125) % 63

Removethe variety
denominatio regulation (n= |1 99
136)

0% 10% 20% 30%  40% 50% 60% 70% 80% 90% 100%

‘D In favour & Not in favour

Around half of the survey respondents consider thathe current system of variety denomination

is sustainable in the future (Q 2.3.2.1., n=126)n their comments, several respondents have
mentioned areas for improvement, mainly throughdinect consultation of a centralised database or
through the taking of decision on the suitabilifydenomination at EU level.

7.1.5.2. Effectiveness in achieving the objective$ variety denomination

The results of the qualitative survey (Q 2.3.1.1lipdicate that the majority of respondents (53%,
n=138) consider that the Community provisions for he variety denomination have been fully
effective in ensuring that varieties are designatedn all MS of the EU by the same variety
denomination. 46% of respondents consider that theliave been partly effective to that aim.
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Graph 23 — Effectiveness of variety denomination iensuring the use of the same denomination in all $1
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Stakeholders agree to say that the recent develtpoia database by the CPVO has contributed to
more effective denomination checks, whereas thateldeen some problems in the past because not
all MS had checked denomination correctly.

7.1.5.3. Efficiency in achieving the objectives

The majority of respondents to the qualitative surey (54%) (Q 2.3.1.3., n=125) answered that
the time required for validation of a variety denonination by the official bodies (estimated from
3 months to 5 months) did not impact negatively all or did not much impact negatively on the
marketing of S&PM.

In particular, the recent development of a dataligséhe CPVO has contributed to more efficient
denomination checks; i.e. more harmonised and guid&nomination procedure.

Several respondents have however highlighted semaining lack of efficiency as follows:

» Fancy name prevents the breeder from informinguder on e.g. the first year of marketing of the
variety, the identity of the breeding company, ;etc.

e Some variety names are difficult to pronounce anstered offensive in some (EU) languages
(e.g. leek blauwgroene winter). In such cases ffégiad translation should be allowed;

« Very close names or even overlapping is existing tduvorldwide activity;
e Some problems of synonyms and homonyms;

« The fact that the denomination and varieties agestered at the same time prevents the re-use of a
nice hame given to a variety that will never comdhe market. It would be better to promote a
system where names and varieties are registeregagely and combined only at the end of the
cycle (as already done e.g. in France);

< The prohibition to use a hyphen or the use of astirat contains comparatives or superlatives like
PRO or SUPER limit the possibilities of applicants;

* Lack of harmonised denomination rules between tBe M

» Lack of harmonised rules between denomination (whre checked) and trademark (which are not
checked) leading to confusion for the users ired#htiating trademark from denomination;

* Lack of coordination between countries, what hadstéethe situation where e.g. a name approved
in one country has been rejected afterwards inh@naine so that denomination had be changed
after the registration of the new variety;
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e The lengthy of the procedure, in particular whea thitial proposed denomination has to be
changed, can lead to a delay in registration anmtetiag of the variety;

* It becomes more and more complicate and time coimguta check the suitability of new names,
even if some significant progress have been actlibyesome MS in this matter;

* As regards ornamental plants, the lack of harmanisain the interpretation of variety
denomination rules between the PBR authorities #red International Cultivar Registration
Authorities (ICRA) is causing problems. One cultivdvariety) should have one name
(denomination) for proper marketing and for engyiGtarity so that the end consumer does not get
confused. It would be appropriate in the futurefficially recognise the scheme developed by the
ICRA, which lists and describes cultivar on a wdrse.

7.1.5.4. Conclusions and recommendations

The recommendations blue are suggestions formulated and tested in the ignesire of the
qualitative survey. Thosen greenare other recommendations made by stakeholdertshiein own
initiative. For the recommendations in blue, thieldgprovides the proportion of survey respondents
who are ‘in favour’ and the one of those who ist‘imofavour’.
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Table 17 — Summary matrix — Variety Denomination

Problem with
the use of name

Breeders and
5 users

Revise the system ¢
variety denomination

In particular:
Enlarge the possibility
of using codes and allo
the combination  of
alphanumeric ang
figures for all crops ang
all varieties

i

f- Less confusion on the market, cleareédo

information provided to users on the
variety they buy;
- It becomes possible to identify of |a
variety through its denomination.

Feasibility:
Not problem of feasibility as such codes
are already used outside EU
Acceptance:

Survey results: 35% in favour, 65% not
in favour, n=125 respondents

Lack of National Transfer the See section 7.3.4 Role of CPVO below.
harmonised authorities responsibility for

rules and Breeders and | denomination checking

coordination users to the CPVO

between MS
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The majority of stakeholders consulted during thelitative survey and the interviews consider that
the Community provisions for variety denominatioae aseful and must be maintained. However, they
consider that there is room for improvement ofdheent system.

Overall, main recommendations to improve denomimeiti the future are to enlarge the possibility of
using codes, according to the principle ‘one dematibn for one plant variety’. Also the current
‘adviser’ role of the CPVO could be reinforced passented at section 7.3.4. below.

7.1.6. Common Catalogues

The EU S&PM Community legislation on Common Catalkeg) refers mainly to Council Directive
2002/53/EC of 13 June 2002 on the Common Catalofjwerieties of agricultural plant species and
Council Directive 2002/55/EC of 13 June 2002 onrttagketing of vegetable seed. Council Directives
68/193/EC (vine) and 92/34/EEC (fruit plants) alster to a Common Catalogue but it does not seem
to be implemented in practice. Some stakeholdeansider that a Common Catalogue is desirable for
vine and fruits varieties.

Finally, Council Directive 1999/105/EC on the markg of forest reproductive material foresees the
establishment of a community list comparable toGbenmon Catalogue.

Table 18 below describes the provisions of the Canity legislation related to the Common
Catalogue.

Table 18 — Provisions of the EU S&PM Community legilation related to Common Catalogue

Crops Council Community provisions on Common Catalogue
Directives Ref Art. Description of the obligation

Beet seed 2002/53/EC | Art. 1 (2) | The Common Catalogud varieties shall be compiled based [on
Fodder plant the national catalogues of the Member States.
seed Art. 3 (3) | Member States may provide that the atznege of a variety fo
Cereal seed inclusion in the Common Cataloguar in the catalogue of
Seed another Member State is equivalent to acceptanc@dtusion
potatoes in their own catalogues.
Seed of ol Art. 17 The Commissioshall, on the basis of the information supplied
and fibre by the MS and as this is received, publish in theefes of the
plants

Official Journal of the European Communitigsder the title
‘Common Catalogue of Varieties of Agricultural Pi&pecies’

a list of all varieties of which the seed and pgatang material
are not subject to any marketing restrictions gmmds variety|

[..].

Vegetable 2002/55/EC Art. 3 (3| Idem Article 1(2), 3 (3) and 17 of Council Direddi

Seed 4), 17 2002/53/EC.

Material for | 68/193/EEC | Art. 5e | Based on the notifications from the Member Stattds
vegetative (2) Commission shall publish a Common Catalogue ofetias.
propagation

of the vine

Vegetable 92/33/EEC Art. 9(2) | Without prejudice to articleadd paragraphs 3 and 4 of this

propagating article, vegetable propagating and planting mdtewaich
and planting belongs togeneraand species listed in Annex Il but which|is
material not covered by Directive 70/458/EEC shall not berketed
other than within the Community unless its belongs to a variefficially
seed accepted in at least one MS.
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Fruit plant 92/34/EEC Art. 9 (6)| Itmay be decided that a Common Catalogue of varietigsbea

propagating established and published.

material and

fruit plant

Ornamental | 98/56/EC No

plants

Forest 1999/105/EC | Art. 11 (1) Based on the national list provided by each MS, |the

reproductive Commissionmay publish a list entitled ‘Community List df

material Approved Basic Material for the Production of Fadres
Reproductive Material’.

Council Directives 2002/53/EC and 2002/55/EC foeee publication of the list of varieties in the
Official Journal of the European Communities (OJE@)der the title ‘Common Catalogue of
Varieties of Agricultural Plant Species’ or thdeitCommon Catalogue of Varieties of Vegetable
Plant Species’. Such provision doesn't exist fer fibrest reproductive material.

In practice, the EC publishes the modificationsuigid to the Common Catalogues every two months.
Once a year, it publishes a complete version ofiftated catalogues.

Council Directives on vegetable plants and ornaaigplants do not contain any provision on the
creation of a Common Catalogue. As commented byasseciation of suppliers active in the sector
of vegetable plants, the Common Catalogue is najreat importance for plant propagators. Their
main problem relates to the illegal marketing olisiad vegetable seed. Either they decide to check
whether the seeds they buy are from a listed yanwhat causes them an unnecessary administrative
burden, or they decide not to check this aspecttarzkar the risk that the young plants they grow
from those seeds are refused afterwards by theatark

7.1.6.1. Utility

The Common Catalogue is considered by all stakehslds being a very useful instrument as it
creates the free marketing of accepted varietidsimihe EU.

The results of the qualitative survey indicate that83% of respondents consider that the
Common Catalogue has had a positive impact on theeke marketing of S&PM in the EU
(Q1.1.4, n=211).

Nevertheless, the internal market also takes plasectors where no Community provisions on the
Common Catalogue have been established such awmbkgeother than seed, fruit and ornamentals.
The rules for those sectors are as follows:

* Vegetable propagating and planting material shalloe marketed within the Community unless it
belongs to a variety officially accepted in at le@se MS;

* Propagating material of ornamental plamtay be marketed with reference to a variety, onhhé t
variety concerned is legally protected by a planiety right in accordance with provisions on the
protection of new varieties, or officially registel, or commonly known, or entered on a list kept
by a supplier with its detailed description and aemation. [...]. Such list shall be available, on
request, to the responsible official body of the dtBcerned;

« Propagating material and fruit plargball be marketed with reference to a variety to whiofyt
belong. The varieties to which reference shall enmust be either commonly known, and
protected in accordance with the provisions on phatection of new varieties of plants, or
officially registered on a voluntary or other basisentered on lists kept by the suppliers witirth
detailed descriptions and relevant denominatiohsesé lists must be available, upon request, to the
responsible official body of the MS concerned.
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According to survey results, 93% of respondents dhe seed sector (Q 2.4.1.1. n=125, seed sector
only) use the Common Catalogue.

Only small differences appear when consideringypes of stakeholders, as follows:

Graph 24 — Use of the CommquOCatangue per type efakeholder (seed sector only)
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Policy making (n = 25) Registratiol authorities Certification Users (n = 19) Suppliers (n = 60)
(n=33) authoritie(n = 22)

Among them, majority of national authorities haventioned that they do it regularly. Associations of
suppliers (56 respondents) tend to consult the Com@atalogue more frequently than associations
of users (16 respondents) (Q 2.4.1.1., n=115, seetdr only).

Graph 25 — Frequency of use of the Common Catalogyeer type of stakeholders (seed sector only)
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(n=33) authorities(n = 21)

‘ @ Occasionally @ Regularly ® Very often ‘

The Common Catalogue is used by all staff for ado#nof the responding national authorities and 2
of the responding suppliers. 6 of the 15 respondisgys mentioned that it was used at the level of
their members (category ‘Other level’) (Q 2.4.1r=115, seed sector only).

Graph 26 — Level of use of the Common Catalogue pé&ype of stakeholders (seed sector only)
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In their comments, respondents further precisevénethey use the Common Catalogues, as follows:
* To know which varieties are on the various natidisés (official registration body);

 As an essential reference source of information ddferent operations such as research,
development, marketing or commercialisation (memloéan association of suppliers);

* To check if seed certification may be done andeéfmarket is allowed for the variety;

» National catalogue is for some countries only derim list for entrance into the EU-catalogue, the
recommendation list being the finally used listyr fother countries the national list is a
recommendation list and, used as such, it is mi@e the entry-passport for the EU catalogue and
the free market.

As regards the forestry sector, no statisticalyamslof responses to the qualitative survey cambee

as they refer to 8 respondents. The qualitativensents provided by this small group indicate that th
Community list of registered material is mainly dd®y national authorities. For suppliers, it is mor
practical to use the national lists which contammsre information and are easier to consult. The
Community list is used to check the availabilitytlé recommended sources of material.

The analysis the utility of the Common Catalogus akfers to the issue of the relevance of the VCU
as a criterion for the Common Catalogue (as alreggyoached at section 7.1.4.1. above)

As illustrated below, the Common Catalogue is bamedhe national listing which is based on the
obligations of DUS, VCU (agricultural crops only)dadenomination.

Figure 8 — Obligations at the basis of the Common&alogue

Common catalogue
A

National listing

DUS VCU Denomination

Section 7.1.4. above has shown the importanceeo¥@U at national/local level but demonstrated the
variability of implementation of EU VCU provisiora national level leading to &XEXL situation’
Such variability is however removed by the exiseen€the VCU provisions in the Directive on the
Common Catalogue of varieties of agricultural plapécies, as highlighted by several stakeholders
during the qualitative survey and the interviewmking the free marketing within the EU (i.e. the
publication in the Common Catalogue) to the VCUigdiion doesn’'t make sense. Results of VCU
testing vary according to local environment anchdbhave any value at Community level. Listing in
the Common Catalogue is no guarantee of good peafoces outside the region of VCU testing. A
variety of sufficient value in Greece, may not lieany value in other MS. Furthermore, some VCU
data such as the ‘zone’ concept disappear whenatety is published in the Common Catalogue;
e.g. a variety of maize that is of sufficient vafee cultivation and use in a specific zone of fe@an
will appear as of sufficient value in France in themmon Catalogue without mentioning that it of
value in only part of France.
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Having VCU as a provision for CC creates a systédm2@ VCU keys — one doorhducing the
following key consequences:

e 2 accesses to a given market: National Catalogigormon Catalogue. A breeder prefers to use
the National Catalogue approach, but if he estism@it@t the variety will not be listed for a
specific reason via the National Catalogue, he aplply for registration in another MS where
conditions are more adapted to his variety and domoe& to market of interest via the CC;

* Avariety can be marketed in a specific countrnjhaiit having local VCU results;

» Breeder’ objective is to be on the CC and he caosh the country(ies) where he will apply, This
situation is leading to the fact that national sé@ition systems are competifiishing for
applications”in order to maintain their activity.

7.1.6.2. Effectiveness in achieving the objective$the Common
Catalogues

Because any variety listed on a national cataldgeeomes automatically marketable on the entire
Community, the related provisions of the seed Mives have been fully effective in ensuring the
objective of free marketing.

7.1.6.3. Efficiency in achieving the objectives

The analysis of the efficiency looks at the prodggsvhich a variety listed on the national catal®gu
becomes marketable within the entire Communityrasented in the following figure:

Figure 9 — Process for publication in the Common Qalogues of varieties

Application for National Listing in MS

v

MS tests DUS and VCU (agricultural crops)
and checks denomination of the variety

v

MS makes decision on National Listing

v

MS notifies to the Commission

v

Variety is added to the Common Catalogue

v

Publication in OJEC

v

Variety is marketable within the EU
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The results of the qualitative survey indicate thataround 1 respondent out of 2 (Q 2.4.1.2. ,
n=106, seed sector only) consider that the lapse ¢ime required between the national
registration and the publication in the Common Catdogues has partly negatively impacted on
the marketing of S&PM. This proportion increases to71% when considering the group of
suppliers only (n=52).

Graph 27 — Extent to which the lapse of time betweenational registration and publication in the CC has
negatively impacted the marketing of seed (seed seconly)

100 -
90 +
80 +
70 1 n=>52
60 - 54
50 -
40 -
30 1
20 12
10 ~ 5

0

29

Not af all Not much Partly Fully

Their comments to explain the cases of negativaatgpare as follows:

* The lapse of time between the two publications ichpeegatively on the marketing of seeds in a
MS different from the listing one;

* Atime lag can cause administrative issues surriognekrtification processes as well as marketing.
Simultaneous national listing and Common Cataloligteng should be possible using modern
database and IT technology. It would also facditéhe listing in non-EU countries that are
prepared to ‘take over’ EU DUS reports;

» There were cases of delayed notification by tHagsMS;

» For many species and MS, administrative decisiomggister new varieties are made very close to
the planting season. In case such decision isakentat the time when the users buy their seeds,
the supplier looses one vegetative cycle of profits

« Due to the current time lag between the natiorstinj and the publication in the Common
Catalogue, applicants are not able to introducie iagieties in the EU market when they are ready
for it.

Results of the qualitative survey (Q 2.4.2.4.) afgticate some room for more efficient management
of the Common Catalogues in terms of their accaégjbuser-friendliness, number of updates and
elements of technical information they containfaiiews:
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Graph 28 — Extent to which it is desirable to mody the Common Catalogues (seed sector only)
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Such demand for improvement is more frequently roeatl by responding associations of users and
suppliers than by responding official authoritiegh:

94% of them asking for modified accessibility (.sser=18; suppliers: n= 54);

100% of responding associations of users (n=18)3&9%d of responding associations of suppliers
(n=54) asking for modified user-friendliness;

78% of responding associations of users (n=18)9% of responding associations of suppliers
(n=54) asking for more updates.

The demand for more technical information comemfr@tional authorities as well as private bodies,
in particular 61% of responding policy-making autties (n=23), 53% of responding registration
authorities (n=30), 47% of responding certificataarthorities (n=19), 60% of responding associations
of users (n=15) and 44% of responding associatbsappliers (n=52).

As example of possible improvements, respondentdiorethe following elements:

Include in the Common Catalogues all the informatemntained in the national lists (either
directly or through links to e.g. technical shea¢veloped at national level on VCU results and
DUS results, resistance of varieties to importast®and diseases, etc.);

Include information on any legal restriction on tharketing or use of a variety;

Add information on the type of selection methoddufm each variety (hybrid, GM, clone, etc.),
the extent to which the variety is sterile, theeextto which it is protected or makes part of the
public domain, the extent to which it is suitalie low-input farming or intensive farming;

Allow for selection on the basis of interestinggams or parameters;
Add the name and address of all maintainers;

Add the official variety description of the varietg support field inspection and post-control
activities and allow for its downloading in ordery support variety listing outside the EU at
minimum additional costs;

Add information on the different starts of plantisgasons all over the Community;

Add a column of the “country of origin” to selecttéresting varieties for each user. Additional

describing lists could relate to the use of theetis (environments, farming system, processing)
for different users. Make the Common Catalogue ssibke to all authorised parties via the

Internet;
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« Develop a database system for the management agasér use (selection on the basis of origins
or defined parameters), increased transparencygremt updates and lower management costs;

» Develop in parallel an automatic daily e-mail seeg of changes/additions/deletions to authorised
people as well as a warning system when a vargtty deleted;

» Allow the search of a variety without knowing tlgesies;

« Allow for electronic publication of the variety the OJEC and recognize it as valid to authorize its
marketing in the Community.

The most important improvement would lead in redgcthe lapse of time for inclusion in the
Common Catalogue. The delay that has been mentibgethost of interviewees is due to the
requirement to have the variety lists publishediie OJEC as mentioned on Article 17 of Council
Directives 2002/53/EC and 2002/55/EC.

FCEC considers that it would be valuable to evaluhe feasibility for the Commission of reducing
such a lapse of time.

7.1.6.4. Rules on variety maintenance: necessityst-effectiveness

The results of the qualitative survey indicate that¥s of respondents (Q 1.1.9, n=198) consider
that the rules on variety maintenance are necessargs follows:

Graph 29 — Necessity for rules on variety maintenare (seed sector only)
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As commented by respondents:

e The breeder is the unique responsible for the igenf the variety, in respect to users and
customers. Without any maintenance, transactidlitiacannot be assumed;

« Keeping of variety identity needs good traceabilityich starts with maintenance;

« For commercial varieties, experience has shown widtout a true variety maintenance, the
breakdown of a variety is possibly leading to mérgeand certification problems;

* The users require high stability of the marketedetizs in order to be sure to have products with
stable attributes, stable genome and stable pheinatyattributes.
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However, only 1/3 of respondents (Q 1.1.10, n=13@)nsider that such rules are cost-effective, as
follows:

Graph 30 - Cost-effectiveness of rules on variety amtenance (seed sector only)
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As commented by respondents:
« For the amateur vegetable markets, the rules ameprescriptive and costly to apply;

e There is a lack of harmonized requirements of théndion for the maintainer and the body in
charge of the control (Catalogue and/or certifamatbodies). Some provisions could become more
tailored;

« Costs depend on the techniques used to establispraserve trueness to type. It is proposed to
provide the legal room for development/use of adiditl supportive tools (after careful evaluation)
where this leads to more efficiency and cost-reédactThe use of modern techniques should only
be possible where these tools have been provea soitable for the species concerned and if they
facilitate the verification of variety identity abwer costs. It is not proposed to replace
phenotypical evaluations by DNA-testing;

e Seed certification system can partly substitutertiies on variety maintenance;

< Annual variety maintenance costs can be reduceapplying a risk-based inspection scenario and
using the data from the quality systems of seegl&rp;

* Maintenance rules should be omitted when the wapeitection rights expire after 25 or 30 years.
But even then free propagation is nearly imposditsidarmers who still would favour such (old)
varieties (this is in general a very small sharehef market), since the official breeders fear that
bad seed endanger their good reputation. This @molgdould be solved, by adding the appendix
"ex" or "former" to the original variety name, dwat it is clear to every farmer that this is na th
officially maintained variety of the breeder anymor

7.1.6.5. Analysis of recommendations

The recommendationgs blue are suggestions for the future as formulated asestedl in the
questionnaire of the qualitative survey. Thase green are other recommendations made by
stakeholders on their own initiative. For the reocmendations in blue, the table provides the
proportion of survey respondents who are ‘in favaad the one of those who is ‘not in favour’.

Food Chain Evaluation Consortium 121



Evaluation of the Community acquis on the marketing of seed and plant propagating marial (S&PM)
DG SANCO Evaluation Framework Contract Lot 3 (F&thin)

Table 19 — Summary matrix — Common Catalogues (seector only)

Identified Stakeholders | Recommendations to Advantages Disadvantages Feasibility and acceptance by
problem/threat concerned address them stakeholder
Lack of All Stop national -A unique Common - Could bring confusion; Feasibility:
efficiency due to| stakeholders | catalogues and only Catalogue would be easier National level is the best level to inform, iin Difficult to implement. Lists of
tr;e c?_-eX|Isten(;:e gng_pul_allc \é:vo;klwnh Common t(?1 use, tot ur?derlstand,t antd their language, the users; assessment criteria for |a
of national an odies in atalogues cheaper to implement. : . - -
Common articular 9 W0u|(§) speed P up  the - Problems with national listing of varieties Common Catalogue would not
Catal P decisi P ki b . intended exclusively for cultivation in third be relevant for the specificity
atalogues ecision-making ~ process = e of each national territory and
and access to the full EY ' i i i
- . . . national public policy.
market for new varieties; | - Problems with S&PM marketing on national )
g Contacts  between national

level (keeping of quality control of see
production, etc.);

- The national catalogue provides the farm
with useful information that will be lost i

currently stand;

- It would be more difficult to register nich
varieties;

- Expensive at Community level.

maintaining the Common Catalogues as the

authorities and the users 4

BlYontacts with supranation

: authorities.

cceptance:
eSurvey results: 11% in favou
89% not in favour, n=12

respondents (seed sector only

more close and easy than
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- Current system is efficient and permits ea
member state to develop its own policy,

conformity with CPVO protocols

ach
n

Common
Catalogue is
difficult to
access and
consult

Associations
of users and
suppliers

Online real-time
Common Catalogue
that is the automatic
compilation of national
authorised varieties

-Rapid consultation an

search;

- Transparent
stakeholders;

- Permanent updating of th

EU Common Catalogu
that would better suppo
free movement of seed
within the EU and would
also support listing o
varieties in some non-E
countries;

data

- Possibility to include more

technical information thar
currently done;

- Efficiency gains and cos
reductions.

to all

0 - Huge mass of information which is difficu

e
e
t
S

f
U

D

N

to decipher

[tFeasibility:

Easy. Major change in
administration. National
catalogues with varying
requirements will lead to
variations in the registration
depending on the cost of

registration.

Maintaining the curren
situation would continue th
current administrative burde
costs and delays in the listing
vegetable varieties on the E
Common Catalogue.

cgo=- o

Food Chain Evaluation Consortium

123



Evaluation of the Community acquis on the marketing of seed and plant propagating ntarial
(S&PM)
DG SANCO Evaluation Framework Contract Lot 3 (F&thin)

7.1.6.6. Overall conclusions and recommendations

Common Catalogues exist for the varieties of afjucal and vegetable plant species, including their
publications in the OJEC. A Community list alsostxifor the forest reproductive materials.

The Common Catalogue is perceived as very uséhe results of the survey indicate that mosthaf t
respondents from the seed sector use it at leaatregular basis. Associations of users tend tswdoit
less regularly and more frequently consider thetreasily accessible and not user-friendly.

Nevertheless, as highlighted by some of them, tigkhe VCU obligation to the listing in the Common
Catalogue leads to tH27 keys — one doorsituation in which 1) two approaches exist to access angive
national market, i.e. the national one and the Comr@atalogue one; 2) national variety registration
authorities compete the one with the other; 3)ramonsistent provision allow applicants to have asbil
access to the market.

For the future, large majority of respondents arfavour of maintaining both the national and tlethon
CataloguesThey are not in favour of stopping national cagalkes or of allowing MS to have national
catalogues on a voluntary basis.

Several stakeholders (in particular associationssefrs and suppliers) insist on the need to imptbee
contents, the accessibility, the use and the manmageof the Common Catalogues by adding information
on origins or defined parameters of interest to ukers; organising the data better in e.g. an eeel
allowing for search facilities; make it accessitdall authorised parties via the Internet.

As expressed at section 7.1.4.5., removing thedatlween the VCU obligation and the Common Cataogu
would not have major impadiut it is worth making an impact assessment on sligmnative to better
know on the follow-up behaviour of national autties (i.e. extent to which they will keep on the W@s

an obligation for national listing).

The most important improvement would lead in redgdhe laps of time for inclusion in the CThe delay
that has been mentioned by most of interviewedsiésto the requirement to have variety lists ptielison

the OJEC as mentioned on the Art. 17 of Councie&ives 2002/53/EC and 2005/55/EC. FCEC considers
that it would be valuable to evaluate the legaldnegthis provision. If publication on the OJECnst
compulsory any longer, the inclusion on the CC néw variety will be effective when MS notifies.

Seventy five percent of respondents consider timatrtiles on variety maintenance are necesasrthey
allow assuming transaction liability and the disglasf products with stable attributes. However migjoof
them consider that there it is needed to improwe dbsts-effectiveness of maintenance ruéther by
adapting the strictness of rules according to marka by providing the legal room for the devel@omn
and use of modern techniques when relevant, orrbi§ting them when variety protection rights have
expired.
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7.2. CERTIFICATION

7.2.1. Introduction

In the sixties, the certification of seed was madmpulsory in Europe for marketing purposes, tausns
consistent seed quality to farmers and to allove freovement within the European Union. The Seed
Certification system is an official system suppdry EU legislation, National legislation and Imtational
protocols to ensure that seed is produced, m@tpéind marketed according to predetermined stasdard
and systems while maintaining the genetic integoitghe product. It is part of a wider system imthg
plant breeding and plant breeder's rights, planegie resources, biodiversity and internationadéra

The initial approach was to implement official cahs at key stages of the multiplication processes
secure quality of the product and to control thentdty of the variety. At its simplest, the systesrtifies
that a sack, bag or box of seed contains whatvitriten on the label, and meets certain minimuraligy
criteria. The immediate objective of S&PM certifiica is to supply high quality S&PM to farmers, whi
is true to identity, high in varietal purity andrgenation capacity and free from major pests arsgakes.
Quality is most important in crop production, agthiquality is essential for good crop yields anddjo
returns.

Many factors have changed since the Community legs was introduced, notably fewer, larger seed
companies and better seed cleaning and agricukbgnaibment. As a result, seed production has become
more sophisticated and reliable.

7.2.1.1. Concerned Council Directives of the S&PM @nmunity leqgislation

Community provisions for certification are providiedthe 11 basic Marketing Directives of the Comiityin
legislation.

Not all Directives impose the same certificatiodigdtions. Overall, distinction can be made betwten
marketing of seeds, of propagating materials arfdrekt reproductive materials as follows:

Seed

Directives 66/401/EEC (fodder plant seed), 66/4BZIE(cereal seed), 2002/54/EC (beet seed),
2002/56/EC (seed potatoes) and 2002/57/EC (seed ahd fibre plants) require the multiplication of
seed through a prescribed generation sequencagdinglthe production of basic seed and certifieztise
(minimum of 2 generations corresponding to aroungedrs of control). The crop to produce each
generation must be shown on examination to meetcpbeed minimum standards. The seed harvested
from the crops must be sealed, labelled, samplddested to ensure it also meets prescribed minimum
standards.

The certification system is designed to guaranéee gjuality in the respects of varietal identityristal
purity, analytical purity, germination capacity, @keand other crop seed content, seed-borne diseases
Rules in respect of sampling, sealing and labelihgeed aim to ensure that seed identity is cedr
seed does not become contaminated.

Compared to the certification of other seeds, thification of seed potato is mainly a phytosamwita
certification (with a large panel of quarantine armh quarantine plant diseases).

Directives allow the sampling and testing of altegpries of seed and the field inspection of dedif
seed to be carried out either officially (certifioam under official examinatignor by licensed personnel
under official supervision_(certification under iofél supervisiol. In the case of certification under
official supervision, a proportion of 5% of seedslare checked for correct implementation of messur
as regards field inspection, and seed testing.

Vegetable seed Directive (2002/55/EC) provides that seed can be marketed under the categories
‘certified’ or ‘standard’. This last qualifier i©i¢ most common. In this case, the words "standeed,s

EC rules and standards" is marked either direcatlyhe packaging or on the commercial label andether
is no official label. Only post-control examinatiari variety identity and purity are being officiall
checked by authorities.
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Propagating material

The vegetable Directive 92/33/EEC and the ornanhebit@ctive 98/56/EC require statutory control
during the production process as well as accréaitatf the operators.

The vine Directive 68/193/EEC and the fruit Direeti92/34/EEC authorize the production of two types
of propagating material:

» Certified material, which must comply with obligati comparable to the ones applicable for certified
seeds;

» Standard material (vine) which is examined ex-psstregards the varietal identity and purity and
CAC material (fruit) which must satisfy minimum aditions.

The text of the proposal for the revised fruit Riree indicates that ‘obsolete definition and cdiois

for the lowest category of material (CAC materglpws the marketing of plants which neither pearior
as expected in terms of production of fruit andlthestatus’. Also it stipulates that ‘the absentsame
definitions (considered as not necessary at the envwf the adoption of the Directive) is a sourte o
conflict due to misunderstandings or frauds. Thiplies an increase in costs for both suppliers and
consumers and a lack of confidence in the markes. @roposal foresees the definitions of categaies
fruit plant, which should be in-line with the scidic and technical progress and in particular,hatihe
international certification schemes (EPPO standards

Forest reproductive material

Directive 1999/105/EC on the marketing of foregrogluctive material stipulates that forest reprdishac
material may not be marketed unless it is of onéoof categories specified by the Directive (source
identified, selected, qualified, tested) and thatyoapproved basic material may be used for its
production if the material is to be marketed. Aftervesting, a master certificate of identity (with
indication of the country and region of provenanoeist be issued for all reproductive material detiv
from approved basic material.

When applicable, the S&PM Community legislationide$ minimum standards to be satisfied by the
(growing) crop to produce each generation of sequtapagation material as well as minimum stand&rds
be satisfied by the seed or propagation materialelséed. The control procedures are also definethéy
Directives.

The following table summarises the certificationligdtions defined for each marketing Directive, as
follows:
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Table 20 — Certification obligations in each of thdasic seed Marketing Directives

Crops Council Certification schemes - Description of the obligatins
Directives
Type of material Type of examination

Beet seed 2002/54/EC |Basic seed — Certified seed OoBpos
Fodder plant seed 66/401/EC Basic seed—— Certified seed OE or UOS

Commercial seed OE or UOS
Cereal seed 66/402/EC Basic seed—— Certified seed OE or UOS
Seed potatoes 2002/56/EC |Basic seed —p Certified seed OE
Oil and Fibre plants [2002/57/EC |[Basic seed — Certified seed oBpos
Vegetable seed 2002/55/EC |Basic seed —p Certified seed OE or UOS

or

Standard seed Only post-control official examination
Material for vegetativ |68/193/EEC | Initial propagating materisl—— Basic—— Certified OE
propagation of the vine] or

standard Material OE
Vegetable propagatii |92/33/EEC  |Propagating material OE
and planting materi or
other than seed Planting material OE
Fruit plant propagatir [92/34/EE( Pre-basic—» Baste—» Certified materic OE
material and fruit pla or or

CAC material OE
Ornamental plants 98/56/EC  |Propagating materi OE
Forest reproductiy 1999/105/EC |Basic material — Source identified Formal inspection decided by !
material or

Basic material — Selected OE OE:

or

Basic material —» Qualified OE

or

Basic material ——p- Tested OE

certification under Official Examination; UOS: c#irtation Under Official Supervision (applicable tbe category
‘certified seed’)

7.2.1.2. Implementation in the MS

The implementation of Community legislation has eyafly led to the definition of higher standards fo
certification in the MS as well as to the use dfedent rules or methods for the analysis of edgntity or
germination. In addition, the current EU provisidosseed potatoes are significantly lower tharséhset at
Member State level, partly due to specific condisiicn Member States.

There were also cases where MS have asked to Cesiomi® be authorised to adopt more stringent
provisions, e.g. concerning the presence of weeaxha fatudn cereal seed.

Not all MS have implemented the possibility to gaout the field inspection of certified seed byelised
personnel under official supervision, as preseintélde following table on costs repartition:
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Table 21 — Implementation of certification under oficial supervision in the MS

Certification under

MS L L Additional information
official supervision
AT Yes
BE Yes
BG No
CY No
CZ Yes 60% of certificates for cereal seeds areigeavby private laboratory
DE Yes
DK Yes
EE Yes
ES No
Fl Yes Partly, for field inspection and seed sangpliNot for seed analysis.
FR Yes
GR No
HU No
IE No
IT Yes
LT No
LU No
LV No
MT No
NL Yes
PL Yes
PT Yes For cereals (winter cereals and rice) fiefghection and seed, sampling is running un
official supervision.
RO Yes
SE Yes 20% for field inspection, around 60% forlgsiag
Sl No
SK Yes
UK Yes

der

As stated by interviewees, seed certification cogpsesent between 1 and 2% of the total produciosts.
This proportion considers the standards implemebyeithe MS, which are generally stricter, then iy

7.2.2. Certification costs (seed sector only)

7.2.2.1. General context

additional costs, than the minimum standards ddfinghe Community legislation.

Stakeholders generally agree to say that seedsiggddn the EU have a high quality. Currently, iostnof
the MS, the focus tends to be on reducing thefation costs while maintaining the same levetoélity

for seed.

In addition, Stakeholders active on niche and eingrmarkets consider that the current certificatiosts

for the testing of seeds of niche varieties, egdtaces, populations, organic varieties are tpermsive and
not proportionate to their market size.

The current distribution of the seed certificatamsts between the public and the private bodidsaMS is

summarised in the following table:
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Table 22 — Current distribution of seed certificaton costs between public and private bodies in the 1

MS CeriiizeiioT EBBELE Additional information
transferred to industry

AT Yes Partial transfer of costs

BE Yes 30% of costs are transferred to the industry

BG Yes Partial transfer of costs

CY Yes Partial transfer of costs

Ccz Yes Partial transfer of costs

DE Yes Between 30% and 70% depending on the Fedanal concerned)

DK Yes Full transfer of costs (100%)

EE Yes Partial transfer of costs

ES Yes Partial transfer of costs

FI Yes Full transfer of costs (100%)

FR Yes 92% for seed, 65% for vine

GR Yes The fee = (reference price) x (certified rgitg) x 3%. The rate of the reference
price is fluctuating between the farmers’ price dhd final selling price of the
seed.

HU Yes Full transfer of costs (100%)

IE Yes Partial transfer of costs

IT Yes Full transfer of costs (100%)

LT Yes 8% is financed by private sector

LU Certification is mostly financed by national hatities

LV Yes Partial transfer of costs

MT No

NL Yes Full transfer of costs (100%)

PL Yes Full transfer of costs (100%)

PT Yes Partial transfer of costs

RO Yes

SE Yes Full transfer of costs (100%)

Sl Yes

SK Yes

UK Yes Full transfer of costs (100%)

Source: compiled on the based of the answers pedvid the cost questionnaire and by official auifies to the
preliminary questionnaire

7.2.2.2. Structure of the certification costs

The ToR of the evaluation distinguish between thigees of costs, i.e. the administrative costs, the
compliance costs and the enforcement costs, whahdefine as follows:

» Administrative costs i.e. those costs incurred bynpanies and public authorities in meeting legal
obligations to provide information on their actionproduction to public authorities or private pest

e Compliance costs i.e. those costs linked to changethe method of production linked to legal
obligations;

» Enforcement costs i.e. costs for public authoritied the Commission resulting from implementation.

During the interviews of stakeholders, it appeatteat the public authorities and the private opesato
(suppliers of S&PM) do not distinguish between soategories of costs. Overall, they distinguisiwieein
costs per activity, grouped into costs centres.

The seed Directives allow the sampling and testihgll categories of seed and the field inspectibn
certified seed to be carried out either officiaftertification under official examination) or bycénsed
personnel under official supervision (certificationder official supervision). The structure of cogtries
accordingly and the major costs centres identifiiedhe certification are as follows:
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Certification costs under official supervision

- Authorisation of companies, seed-testing laboresoand staff belonging to companies by
certification authority

- Field inspection by accredited staff

- Seed lot sampling and seed sample testing by dtaulexdaff

- Labelling of lots by accredited staff

Certification costs under official examination

- Registration of companies, seed-testing laborat@iel staff belonging to companies by
certification authority

- Official field inspection

- Official seed lot sampling and seed sample testing

- Official labelling of lots

Post-Certification

- Official post-control examination of varietal idé@gptand purity
- Official recording of control by certification audtity

- Official control of marketing

- Granting of equivalence and derogation

- Comparative trials

The breakdown of the total certification costs lestwthe certification under official examinatiorddhe
certification under official supervision is providior some MS and some crops in the following graph

Graph 31 — Breakdown of costs between certificatiorunder Official Examination and certification Under
Official Supervision

UK-FP, C, B, OF 70
B | | | | | | | | |
UK-P
B | | | | | | | | |
SK-All seed crops 8]
B | | | | | | | | |
SE-All seed crops 4

LT-All seed crops
IT-All seed crops | 2
IE-FP,C,P,OF
FR-FP, C, B, P, OF | 71
FI-FP,C,P,OF | 1
EE-FP, C, VG, OF | 6
DK-P | 6
DK—FP,C,B,VG,OFi 18
DE-All seed crops | 10
Cz-C | 7

BE-All seed crops

AT-All seed crops 13

T T T T T t
0 10 20 30 40 50 60 70 80 90 100

% of total cost

‘ Certification under official examination Certification under official supervision

7.2.2.3. Overall estimation of the annual certifickon costs in the MS

Certification costs for competent authorities représ 53% of the total costs linked to the impletation
of the Community legislation and represents aborfielof the sum of the sizes of the internal commérc
market for seed of the 8 selected EU MS (FR, DEUR, DK, SE, BE, and AT).
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These figures consider the standards implementeldeoMS, which are generally stricter than the mimin
standards defined by the Community legislation. Tigures do not segregate costs related to
implementation of the Community legislation fromstogenerated by the national additional provisions
and therefore should be considered as costs dedit@at implementation of Community legislation &od

the implementation of additional provisions.

The key elements that have been considered wheegsgng data on certification costs are 1) thacstire
of the certification schemes in each of the indialdMS and 2) the current distribution of costsasn the
public and private operators.

Transfer of costs to the industry has been intliateall MS, and percentage of transfer varies f&%& to
full transfer of costs that have been reported MS3

Based on the answers from the qualitative questioenl16 MS are reporting that competent autharitie
have partly implemented certification under offigapervision but the budget figures clearly intichthat
only 2 MS (FR, UK) have fully implemented that stiwre of certification under official supervisiofihe
other national competent authorities reported stigien costs on activities such as laboratory alitaigon
and auditing, training requirements and labelstiminrepresenting a percentage of up to 20% ofl tota
certification costs.

Under certification under official examination, tRBanain costly activities for national authoritiae seed
lot sampling & analysis and field inspections. llmshof MS, seed lot sampling and analysis represent
more than 50% of the total certification costsldrtesting costs represent in between 20-30% oragee It
should be highlighted that these ratios are quitelas for certification under official examinatioand
certification under official supervision.

Post registration costs are mainly due to the iaffjgpost-control examination of varietal identitydapurity
and represents from 40 to nearly 100% of theses @oshajor MS.

In order to fine-tune these global conclusionseapdr comparison analysis has been conducted dn see
potatoes in 3 MS (DK, FR, UK) as certification undéficial examination is compulsory on this créjeld
trials examination costs are quite homogeneoussadvts, and differences can be explained by number o
visits per production field, but large differenca® being observed for sampling and testing of $etsd
with a unit price varying from 1 to 4. Additionallthis study demonstrates that the number of sade
hectare varies from 0,3 to 1.

The limited data sets provided by the private ojppesahave been considered too fragmented to draw
reliable conclusions.

7.2.2.4. Tentative estimation of the part of the adinistrative costs — French
example- and identification of opportunities for costs redwction

French authorities have provided very useful infation that permitted to draw some general conchssio
The French authorities also highlighted that theyweheven more detailed figures which they cannot
disclose for reasons of confidentiality.

Based on the data at its disposal, the FCEC teaoh tise opinion that there are no real opportusitie
trying to further reduce the costs linked to th@lementation of the Community certification legt&a in
each MS, mainly because:

» the certification costs represent around 1,7% efdize of the EU markets for seed and other plgntin
materiaf®:

» constant efforts have been made by the MS in triongduce the certification costs (without modifyi
the certification obligations implemented in eacBM

43 Calculated as the sum of sizes of the internakatasf 19 selected EU MS
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However, the FCEC team considers that there caaldpportunities for reduction of the certificationsts
by promoting a different organisation of the indp®t activity, as presented in sections 7.2.9.,70.and
7.2.11 below. The main options considered there are

» Promote the integration of plant health and cesdtfon inspection schemes;
* Promote the implementation of certification undffic@l supervision;

» Extend the certification under official supervisitanpre-basic and basic crops.

7.2.3. Utility

Overall, results from the survey and the interviews indicte that the certification system is useful as it
establishes confidence in the supply chaiin particular, the certification of seed potatesonsidered as
one of the best tools for the potato industry tb @eproduction of quality and to mitigate the rigk
contamination of production fields with harmful argsms and therefore to safegard the future of the
production tools.

As regards the standardsthe large majority of respondents consider thathiey are fully relevant (Q
3.1.3.).They believe that they should not be increase®.@l., 72% of 120 respondents not in favour of
increasing the standards) or decreased in theeftpr3.2.1., 81% of 120 respondents not in favdur o
decreasing them).

A few stakeholders have suggested to considerdrfuture the possibilities of 1) dropping the stanod
that are not required in view of international ceatilpility; 2) restricting standards to health axéritity,
which are the most important ones; 3) restrictitapdards to the definition of maximum tolerances fo
negative characteristics; 4) decreasing the numibstandards for less economically important sggecie

Graph 32 — Relevance of quality standards
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Results relating to PM are less positive, in partglar as regards the Health requirements which are
considered as ‘partly’ relevant by 34% of PM respodents and ‘fully’ relevant by 57% of them
(n=34).

To explain it, some respondents have mentionednatied lack of detailed EU requirements on the
inspection/testing of certified fruit PM as well th& need to revise the health standard for fiMitt® better
reflect the current plant health status. As regaids PM, they consider that standards on the igeand
varietal purity are very general but requirememgplant health and grading (as a quality charestie)iare
quite clear.

Several respondents (from national authoritiesfeord professional associations) have provided autdit
suggestions (Q 3.1.3. and 3.2.1.) as regards dheatds for Seed and FRM in the futasefollows:
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Table 23 — Suggestions for future standards for Sdeand FRM

on

rds

14

Group Standard Suggestions
of
species
FRM Overall -Redefine or clarify some definitions like autochios, indigenous, origin etc.

Health -Establish more provisions.

Varietal - Reconsider the relevance of the % of different mseallowed in the forest seed lot by

purity taking into account that several natural hybridistefor example in oak species, which
could be accepted or could even be considered refibial for planting in certain end
sites;

- In particular, variety purity is a problem fQercus spp especiallyQuercus roburand
Quercus petraea.

Germination | -Specify the length of time seed germination repfatorestry seeds are valid

Seed Overall Better harmonize the standards between MS;

- Revise terms of ‘lowest possible level’ and ‘su#fitt quality’.

Identity -More specifically define the term ‘Identity’.

Health -Establish consistency between plant health stasdard marketing Directives. Currently
there is a lack of quality standards for importse#d-borne pathogens. For instance,
rules forClaviceps purpure#@n fodder seed Directive, no rules for Powderybsca

- As regards seed potatoes, most of the standard=rong viruses and black leg |n
Annexe | of Directive 2002/56/EC are too low to @lthe extension of those parasiteq in
the areas of production: For example, the stand&ad% of plants presenting symptoms
of severe and mild virus in the direct progeny asB seeds. Most of the EU countries
have introduced stricter standards in their owrifezation regulation concerning those
two parasites, which give less credibility to tHg Birective.

Health - Establish an effective mechanism for reviewing pnoposing amendments or additions

standards fof to quality standards, particularly those of curreMECE Standard, with particular

potatoes emphasis on the removal of the maximum variatiosize band, marketing of Pre-basic
seed seed potatoes and inclusion of tolerance for bkmkf. Such a mechanism should |be
more responsive to the needs of a changing seatbpodustry;

- Consider the possibility of removing the StanddaisTuber defects and rules for tuber
size which have no direct link with the quality.eThame applies to e.g. scab stand
which are a cosmetic rather than quality deterngiispect.

Varietal - More clearly define varietal purity for allogamoer®ps;

purity - Review varietal purity for tritical, which is notifficient;

- Increase the purity % for weat and barley.

Germination | Consider the possibility of removing official legelfor germination in the (EU
legislation and replace them by ‘true labellingg.ithe seed suppliers must inform the
users about the germination capacity of the seedrding to a defined standardized
methodology on the label;

-Introduce a simple and effective method for redgcime minimum germination
requirements when necessary in order to reducadhenistrative burden of the current
derogation arrangements;

- Revise germination standards to set basic minimomeéch crop species and make it
mandatory to quote the actual germination levetested by an official seed testing
laboratory;

- The high level of the germination norm (92%) faxfeed is a key point for the produger
and must be maintained. It is a major conditiontifier success of the crop;

- Lower the germination standard for Sorghum;

- Increase germination levels for professional useegketable seed;

- Increase the germination level for wheat and barley

- Adapt the norm of durum wheat germination to adimatic production conditions;

- Revise the germination standard for maize seedénigequirement).

Weed -Review some standards for weed seeds (e.g. renmivdangerous weeds) to make them
more relevant to current conditions.

Moisture

-Consider the possibility of removing the officialUEprovisions for seed moisture
standard which seems difficult to harmonize anchgiveg with time (time or climate). ’|
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As regards standards for plant health, severakbtadlers consider that the principal provisionshefplant
health Directive (2000/29/EC) to prevent the sprefgests and disease are undermined by the usage o
Farm Saved Seed (in particular as regards seetbpsja

In addition, as presented above at section 6.2Zoosistency, several stakeholders have indicaeddld
to include standard on GMO adventitious presence.

One stakeholder insists on the need to revise tiaéity standard (in particular purity standard) thking
into consideration that some necessary phytosgnitetive substances will be removed from Annex | of
Council Directive 91/414/EC concerning the placofgplant protection products on the market leadimg
the fact that commercial products could not beegistered for seed production in the future.

This analysis leads to the conclusions that thification system is seen as a useful tool in engus&PM
of quality. However, it has to be noticed that @veral crops e.g. winter wheat or potatoes, praduseed
of quality has been achieved (at least the firaegation) without official controls.

7.2.4. Coherence with OECD and UN-ECE standards

The primary purpose of the OECD Seed Schemes @ntourage the use &deed of consistency high
guality in participating countries"through “the use of labels and certificates for seed praticand
processed in international rules according to agteeinciples” In practice, the objective is to certify that
seed lots produced under the Schemes“tawe to variety typé&, based on the implementation of the
production process.

OECD seed certification is applied to the followisgyen groups of species: grasses and legume#gecsuc
and other oil and fibre species, cereals, beetesanean clover and similar species, maize anghsaon,
and vegetables. Roots and tuber crops, fruit tiedsflowers are not part of the OECD Schemes. Bael
scheme includes rules and directions aimed at #nietal certification of seed, except for the Vedpd
seed scheme where generally traded sesindard seed”is not certified.Officials of participating
countries (national authorities in charge of seatifeccation agencies) apply the OECD certificati@ECD
has defined standards for seeds but with no minirstamdards, as in EU legislation, with the exceptb
beets.

Seed potatoes international standards are beinggadrby UN-ECE which principles are quite similar t
the OECD ones.

According to survey results, the majority of respodents (56%, Q 3.1.7, n=110) consider that the EC
standards are fully coherent with the OECD standard. The remaining ones (44%) consider that they are
partly coherent. Overall, it seems that EU has mimh standards for specific purity and germination
capacity, whereas OECD rules do not, except foaisbget and fodder beet seed. Otherwise, the EU and
OECD Rules are comparable.

Regarding the OECD standards for forest reprodectiaterial, coherence has been searched for dineng
recasting of the Council Directive in 1999, as bofe-up to the renewal of the OECD scheme in the mi
1990s.

66% of respondents (Q 3.1.8., n=68) consider thatEstandards are partly coherent with UN-ECE
standards, and 31% of respondents consider that tlyeare fully coherent. The UN-ECE Standards are
an evolving framework, which deals with signifidgniore provisions and tolerances than are currentl
covered by the EC Directive, which has not reafigreged since its adoption from the UN-ECE Standard
1963. For instance, contrarily to EC standards, E@E standards include seed potatoes of the category
‘Pre-Basic’ seed and they cover slightly more dquaspects such &hizoctonialt has been mentioned by
several interviewees that UN-ECE rules are muchenmorine with the different national provisionsdan
standards for international trade than the EC giows.

Most of interviewees consider that further aligntr@Community legislation to UN-ECE standards dtdou
be sought.
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7.2.5. Effectiveness in achieving the objectives cértification

This section evaluates the effectiveness of the r@onity certification provisions in facilitating thieee
marketing of S&PM as well as in ensuring S&PM lotsufficient quality.

79% of respondents to the qualitative survey (Q 3.2, n=165) consider that the Community
provisions for the certification of S&PM have fully contributed to the free marketing of S&PM in the
EU.

To explain the possible shortcomings, some staklehelhave commented as follows:

» The lack of harmonisation of implementing rules Idohave hindered the free marketing and the
development of fraud and illegal import of seedpémticular as regards the marketing of FRM, thok la
of harmonisation between the supplier documenhefdifferent MS. Forestry specialists indicated tha
S&PM forestry business collapsed completely in Geryn and mainly due to the illegal import of illéga
seed from % countries;

» The lack of legislation in the areas of grass seedures (has been solved but with delay), threghol
for adventitious presence of GMOs and conservatawieties has made free marketing of these kinds of
seeds difficult or impossible;

* Mandatory certification is a procedure too heawy aostly for most niche markets and therefore
prevents their marketing and free trade.

Graph 33 — Effectiveness of the Community provisiomfor certification in facilitating the free marketing
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Less positive results appear when isolating thparses provided by people responding for the gRMp
mainly because of insufficient Community provisidos the certification of fruit PM, whose certifittan
system is mainly based on national schemes. THe daceadily available information on the national
schemes and the difficulties in establishing edeivee between them has hindered the free movenfient o
fruit certified material in the EU.
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Graph 34 — Effectiveness of the Community certificion provisions for vine and fruit PM in facilitati ng the free
marketing
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Survey results (Q 3.1.1., n=167) also indicate thahe majority of respondents consider that the
Community provisions for certification have been flly effective in ensuring S&PM lots of sufficient
quality.

Graph 35 — Effectiveness of the Community certifickon provisions in ensuring S&PM lots of sufficientquality
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Here again, less positive results appear whentisgléhe responses provided by people respondingirfie
and fruit PM, as follows:
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Graph 36 — Effectiveness of the Community certificdon provisions for vine and fruit PM in ensuring S&PM
lots of sufficient quality
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The repondents’comments on a possible lack of &fsress in ensuring quality have been as follows:
Overall

» Due to a lack of harmonisation in the implementatid the rules and due to different organisational
structures the quality of the certification and 3&Pan vary significantly;

* Industries own improvements have also played aifgignt role in ensuring quality. The market often
demands seed that is ‘cleaner’ than the minimumdstials for certified seed;

* Not all quality criteria relevant for farming arexered by the Community provisions;
* Quality requirements for seed-borne diseases dr@claded in Directives;

» Variability of requirements concerning the markgtend labelling of ‘small packages’. The provisions
in Council Directive 66/401/EEC for the marketinjfodder seeds are perceived as very complicated
and therefore impede the marketing of these snaakages (Art. 2F). In addition to their complexity,
the respective rules for the marketing of smallkpges partly allow individual variations in thefdient
member states. Harmonisation is required in trea.ar

Potatoes

» Legislation needs to 'catch up' with the requiretsef the market place. Standards included in deel s
potatoes Directive are adjusted with the lower daads from the MS which means that the qualitytisn’
at the optimum level.

Cereals

» The problem is that wild oat zero tolerance is ayplied in all EU MS. The control of wild oat is a
matter of public concern only in a limited numbé&MsS.

Fruit and vine PM

» The Directives not always cover all the phytosagif@oblems due to the differences between member
states;

» The certification system for fruit PM mainly depensh the national scheme developed at national, leve
which is based on the fundaments of the EU categ¢@AC or Certified PM);

» It would be appropriate to specify in the Fruit &itive requirements in respect of root system,tteng
cuttings;

» For strawberries, Community certification provisomere fully relevant to ensure quality in the phst
nowadays the effect is little since the qualityppbpagation material of strawberries depends on the
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requirements of the market. For producers of prapag material of soft fruits (burrs, berries and
raspberries), Council Directive 92/34/EC is muchrenonportant because this market is still in atstgr
phase and requires a high qualified plant propagaflhis is safeguarded by the requirements in the
Directive.

Forestry RM

* The number of trees to be used for the productfoRRiM is not specified; neither are strategies for
treatment and storage of seeds.

The FCEC team considers that these specific consnaititich were sporadically formulated by experts,
would be considered as matter to define some ingmewnt items for Better Regulation.

7.2.6. Efficiency in achieving the objectives

96% of respondents to the qualitative survey (Q 3.4., n=139) consider that the costs involved in
fulfilling the obligations imposed by the Community provisions for certification are at least partly
reasonable and proportionate.

Graph 37 — Extent to which the certification costare reasonable and proportionate
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When considering the responses provided by theced®mms of suppliers only (n=51), results are less
positive with 47% of them considering that certfion costs are partly reasonable and proportioaate
49% of them considering that they are fully reasbmand proportionate.

The comments of this group of stakeholders arelasafs:

« The seed certification could be made more efficiemdl thus more cost effective. Indeed, it seems
appropriate that an increased transfer of finanmaiponsibility from public authorities to private
companies generally is linked to a correspondirgeiase of industry input to the efficient and cost-
effective organisation and management of the systerauch. Contrarily, one UK association having
investigated other approaches to verifying seeditguancluding the use of in-house verificationdan
independent audit, believes that the certificatiwocess is generally cost effective with only minor
improvements possible;

» Quality control by licensed seed producers is aenatf commercial liability and the costs are imedr
in response to a seed seller's commercial risk gamant. Frequently, ‘official’ measures duplicate
internal quality control procedures and add cost;

» There is a lot of redundancy in germination tests.

In particular, as regards the certification of frplant, one respondent indicates that any movearadsv
greater equivalence (e.g. through a prescriptiven@onity scheme) should include arrangements torensu
that charges are applied on an equal basis, basadet) legal framework.
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In their consultation document of December Z80the DEFRA also argues that the current legigiatio
imposes a disproportionately high burden for mgpmecies relative to the Community benefit.

As indicated by several stakeholders, the samemtatt could be made for niche varieties, for which
mandatory certification is a procedure too heawy ewstly.

Considering the distribution of certification costs between the public authorities and the industry,
respectively 29% and 64% of respondents (Q 3.1.5n=136) consider that it is partly or fully
appropriate.

As highlighted by several stakeholders, the issumainly that the fact that some MS have a fullt-cos
recovery system and others have official subsidizedin the certification system creates unequahmhee

in the EU. Also, as commented by several actoesetis a current and unresolved debate about tieatex
to which certification schemes contribute to theblic good’ and should thus receive a proportioputblic
money.

As quality is, mainly, achieved in most of speaesered by the Community legislation, efforts tgnove
the systems have been put on costs reduction dtivintast 10 years leading to significant costaicéidn
in most important crops. Most decisions on imprguime certification system are based on this driver

7.2.7. Quality of seed lots imported under the equalence regime with
3" countries

Council Regulation 2003/17/EC lays down the rulastioe equivalence of field inspections carried iout
third countries on seed-producing crops and orethugvalence of seed produced in third countries.

The marketing Directives foresee that S&PM lotsamed under the equivalence regime have to satisfy
same legislative requirements than those produceithé EU and marketed in line with the marketing
Directives.

Because vegetable seed is almost exclusively peatlas standard seed, the equivalence regime tas lit
relevance for the vegetable seed sector.

The survey results indicate that 70% of respondent§Q 1.1.8., n=151) consider that the rules on
equivalence offer the same guarantee.

Graph 38 — Extent to which the S&PM lots imported under the equivalence regime offer the same guarargeas
the S&PM produced in the EU
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Respondents’ overall comment is that the rulesqunvalence ensure equal quality for imported se¢sl |
on the condition that they are correctly implemenssnd enforced. Appropriate control of imports at

“ DEFRA, Consultation on possibilities for Bettezdrilation in Plant Varieties, Seeds and Seed Restalecember
2006
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boarder is crucial to check the correct implemémtaand enforcement. In addition, EU comparativagr
could be useful to that aim. If, as mentioned bynsoespondents, the market did not indicate sicanif
problems with the equivalence system, no definistatement can be formulated, as it seems that no
objective data exist on the subject.

Several respondents made other particular comrasrftdlows:

» Continuous problems exist as regards the imposeefl of unlisted varieties or of misdeclared produc
(e.g. EU import of bird feed and reselling as sped)

» The EU zero tolerance policy on GMO'’s could lintietpossibility for the EU to import seeds;

» ltis crucial that seed potatoes imported under tingasure at least meet the same requirementesas th
of seed potatoes produced in the EU. However songdoiits must be considered in conjunction with
requirements of the plant health Directive (200(EZ9 which prohibits the import of seed potatoes
from all countries outside the EC other than Swiazel. The only example for such imports is the
derogation under Commission Decision 2005/850/EGchvipermits the import of Canadian seed
potatoes to certain Southern Member States wherggk of harmful organisms establishing is less.

As regards the fruit PM, the proposal for the redifruit Directive mentions that:

‘the existing conditions do not facilitate the adoptof clear and easily applicable rules for equerece
with third countries. At the moment, importatiorsighjected to temporary derogations, which do atisfy
both MS authorities and traders. In fact, some sulghich refer to propagating material and the
accreditation of suppliers create unnecessary @iams and do not give sufficient guarantees fa th
guality of material (e.g. identity of variety anddith status)

and suggestsA' transparent certification system and a clear tifesation of the variety (complete and
transparent labelling), which will improve the coetiiveness and facilitate intra-Community tradedan
import based on equivalence and possible recipyacit

7.2.8. Utility of the comparative tests and trials

All marketing Directives (with the exception of Bative 1999/105/EC on the marketing of forest
reproductive material) stipulate that Community panative tests and trials shall be carried outiwithe
Community for the post-control of samples of S&PNaged on the market, whether mandatory or
discretionary, including those relating to planalie These comparative tests and trials shall el o
harmonise the technical methods of certificatiod Bmcheck satisfaction of the conditions with whtbe
S&PM must comply.

Other aims of the trials are:

* Where appropriate to monitor the action taken ey Member States relating to samples that failed to
meet the standards in the previous trial,

» To monitor whether changes in seed quality resafhfmeasures taken under official supervision;

* To develop in a harmonised way an understandingefequirement that the seed shall have adequate
identity and purity with regard of variety, togetivath the development of appropriate standardster
acceptance and rejection of seed lots.

Currently, comparative tests and trials are no nuagied out by DG SANCO (mainly for reasons of
scarcity of human resources and time-consumingeghaes).

However, as indicated by the survey resultsjority of respondents (68%) consider them as fujl
appropriate for ensuring harmonisation of inspectian practices (Q 3.1.9., n=144).

They enable inspection services to get knowledgbaepractices in other MS and by this they contetio
better quality of the work and to more harmonizaid inspection practices.
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Graph 39 — Appropriateness of the Community compartive tests and trials to ensure harmonisation of
inspection practices.
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Some respondents have mentioned that, in the thasg, has not been enough feedback to policy makers
from comparative trials visits, therefore correetimeasures have often not been implemented if abvio
problems have occurred. A few respondents haveiatoated that the compared samples are too small
and too few to give narrow information on seed iqyand inspection practices.

Most of respondents consider that comparative teslstrials are an important tool and should bly -
established in the future. Some of them also malggestions for improvement, as follows:

Community trials could move to more methodologicalls with the aim of European harmonization;

To reach the same objective, other tools also cbalduitable e.g. organisation of meetings in membe
states for inspectors with discussions on spetéahd and visits to trials and breeding companies or
growers;

Material for the trials should be randomly collettey independent authorities;

The tool should be made more efficient (e.g. tlze sind the number of samples) and results should be
better exploited. In case of non-conformity, thember states should be obliged to implement correcti
measures, e.g. through a system of penalties/sagtfi

More communication should be done to policy-malkerd the public in general;

They are helpful but very expensive and need tighély focussed on specific issues.

Finally, some stakeholders of the forest sectoretegot to have comparative tests and trials atiéumeit
would be highly valuable to organize such test®rastry.

> despite the fact that all reports on comparatistare presented to and adopted by the Star@limgmittees

“ Corrective measures (i.e. prohibition of the mérigeof seed potatoes in whole or part of the Comity)i are
foreseen in the Directive for the marketing of spethtoes
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7.2.9. Preliminary conclusions and recommendations

Overall, results of the survey indicate that % of espondents are in favour of maintaining both the
certification standards and the certification strudure.

Such proportion is close to 100% when focusinghen16 respondents having answered for FRM only. As
explained by one of them, Directive 1999/105/E@oitay a model in the world and could be extended to
some other forest species in the future. In itsniopi, it creates excellent conditions for succdssfu
afforestation, productive and well-adapted Europiesests. Forestry is also a very long-term investm
and plantations cost a lot, so that only the ragldpted material must be used. It is not suitablettprivate
seed companies and nurseries certify and sell FRMut any public control.

If they are in favour of maintaining the certification system, majority of respondents believe that
some suggestions are worth further analysis and digssion in the future.

The table below summarises stakeholders’ opinianti@ suggestions most supported in the survey
guestionnaire (Q 3.2.1.).
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Table 24 — Summary matrix — Certification

Identified Stakeholders

Recommendations to

Advantages

Disadvantages

Feasibility and acceptance by stakeholder

problem/threat concerned address them

Field inspection | National Extend the field inspection | - Contribute to simplify the certification system; | - Possible negative effects for | Feasibility:

under official | authorities and ‘under official supervision’ | - More efficient and thus more cost effective; the multiplication of Basic | For seed potatoes there is at present no

supervision is | suppliers to pre-basic and basic | - More rapid decision-making system; seed in subsequent | provision at all for field inspection under official

applicable to crops - Increased responsibility for the supplier; generations. supervision.

certified seed only - Would introduce flexibility;

(more a fact than a - Take advantage of the complementarities Acceptance:

problem) between the industry quality process and the Survey results: 64% in favour, 36% not in favour,

official supervision. n= 121 respondents

It's most important to check the seeds which are
to be sold to farmers. High quality of the seeds in
the parental generation is in the companies’ own
interest.

5% of seed lots National In the case of certification - More compatible with a proportionate and - Would create a lack of | Acceptance:

are checked for authorities and ‘under official supervision’, risk-based approach to inspection; harmonisation. It is important | Survey results: 50% in favour, 50% not in favour,

correct suppliers leave the level of check - Simplified certification system; to have as similar regulations | n= 111 respondents

implementation of
measures as
regards field
inspection, and
seed testing

inspection, check
sampling and check
testing to MS’ discretion,
based on their own
assessments of the risk to
seed quality

- Simplified marketing of less economically
important species;

- Would provide a flexible system well adapted
to the system in every MS;

and quality requirements as
possible in different MS.

As commented by several associations of
suppliers: Potato seed companies have a
preference to leave the level of check testing,
inspection and sampling to MS discretion based
on their own risk assessment. Seed companies
active in breeding of cereals (including maize)
and pulses, forage plants and grasses are not in
favour of such an approach.

target

voluntary
place,

etc.)

In the case of certification
‘under official supervision’,
inspection
based on risk (taking into
consideration the higher
standards in

industry
inspections, track records,

- Increased flexibility for national authorities
on how to organise the seed control and

level certification;

- More effective inspections;

- Higher probability to identify deviations in the
systems;

- Would create a lack of
harmonisation.

Feasibility:
Requirements to set-up relevant and recognized
indicators

Acceptance:
Survey results: 60% in favour, 40% not in favour,
n= 111 respondents
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Separate National Integrate the inspection - More harmonised plant health system; - Reorganising requirements | Feasibility:
inspection for the authorities and regimes for certification - Would create more clear rules which will and possible social | - FRM: Plant health inspection is done in
purpose of suppliers and for plant health facilitate trade in the internal market and consequences nurseries on seedlings; source quality
certification and worldwide; inspection of FRM is done at collection in basic
for the purpose of - Decreased costs, staff resources and material and later compared to the identity of
plant health administrative  burden  through  better seed lots. Only the identity of the seedlings in
organisation; the nurseries can and should be done by the
- Would consist in a more streamlined and same persons as plant health inspection, when
focused approach with industry and official seedlings have already been planted in well-
concerns melded into a unified approach that marked nursery beds/rows; also, the forms
better meets the needs of growers and the could include both indications, on health
food industry; inspection and origin of the material/certificate
- Would simplify and introduce more id.
consistency in the regulation implementation. - Already in place in NL, and in DK for seed
potatoes as examples.
Acceptance:
Survey results: 84% in favour, 16% not in favour,
n= 150 respondents
Less positive results when considering the 12
responses for FRM (50% in favour, 50% not in
favour).
Reduced role of National Set up a certification with | - Maintain the independence of the - Risk that no third party will | Feasibility:
the industry in the authorities and a system of an accredited certification body; be sufficiently independentto | - It is necessary to have only one accredited
certification suppliers third party private body | - Give more flexibility to companies; stay neutral in the seed third party per MS (no possibilities for seeds
process approved by the MS - Allow better adaptation to user’'s needs. market. companies to choose)

- Necessary to revise the part of Community
legislation related to requirements for the
laboratories. It must be possible to make use of
ISTA or a national accreditation board to
accreditate private laboratories, even when a
private company owns the laboratory in
question. In other areas like foodstuffs, such
possibility exists and it works well. The
laboratory capacities in EU have to be used in
a more cost-effective way. This is especially
important for small MS.

Acceptance:

Survey results: 51% in favour, 49% not in favour,
n= 136 respondents.

As commented by some associations of
suppliers of seed potatoes, certification of seed
potato is mainly a phytosanitary certification,
concerning both quarantine and quality parasites
and can't be delegated to private sector.
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As regards the inspection ‘under official supewisi another suggestion of the questionnaire hasistus

in revising the minimum 5% check testing, checlpadion and check sampling. This suggestion was not
supported by 65% of the respondents (n=109) mdiabause of the expected negative on the users if th

minimum check will be less than 5%. However, selvespondents have considered that such suggestion
could have a positive effect on the simplificatafrmarketing of less economically important species

Respondents’ opinion on the need to revise thelatds in the futurés presented at section 7.2.3. above on
Utility.

As regards the number of species to be coveretidogded marketing Directiveso clear statement can be
formulated based on the survey results, mainly imedt depends on the own economic interest of each
member country. Based on the examination of respasd comments, the arguments in favour of
increasing or decreasing the number of specieasaf@lows:

Decrease the number of species covered by thensadebting Directives

Species of minor economic importance or for whiertification adds no additional value to the sead |
should be removed from the Directives. Indeed,dineent legislation imposes a disproportionatelghhi
burden for those minor species relative to the Canity benefit.

For instance, some respondents have indicated that:
* Some grasses species could be removed from Diecefit401/EEC,;

» The species and varieties of vine PM intended ttwi@s of amateur (not professional) could be it o
of the Directive 68/193/EEC;

» Seed stands of species of FRM which have an orrtaf&m or which are used for fruit growing should
not be marketed under the forestry regulations (egdain stands d?runus aviunj

» Subspecies with special end use/processing forenicarkets (e.g. waxy barley, waxy wheat, special
ingredients) could be taken from the list of Direet66/402/EEC.

In addition, subspecies with special end use/psigdor organic farming or adapted to local coiodi
could be taken from the current list and put ontlaolist with lighter rules.

Increase the number of species covered by the daddakting Directives

The list of species currently covered by each Diveccould be review to include all species of whized
is commercially traded.

Such increase in species will have positive effeatshe seed internal market, through the reguiaticthe
marketing of new species with potential economieriest. It will however lead to more administrative
burden and more certification costs.

For instance, some respondents have indicated that

» Specific Directives could includéicotiana tabacum(Tobacco), Cicer arietinum, Lens culinaris
(lentils), buckwheat an@€ucurbita pepa(oil pumkin) Melilotus alba,more species of lupins and new
oilseed cropsGalega sp., Phalaris arundinacea, Camelina sp., i@@an miliaceum,subterranean
clover;

» Directive 66/402/EEC could includeagopyrum esculentum L.;

» Directive 1999/105/EC could includ&bies borisii regis, Fraxinus ornus, Cupressus [semwirens,
Platanus orientalis.

In particular, one respondent from a NMS has meetiothatElytrigia elongata, Fagopyron esculentum,

Panicum miliaceum, Coronilla varia, Bromus inermiigstuca heterophyllaould be added to the list of

Directive 66/401/EEC, as they have been certifredramatically reduced number in this NMS since EU
accession.

Finally, several suggestions of the qualitativesiomnaire have consisted in reducing the scop#fizial
certification or removing itOverall, the rational behind them was that nowadseed is produced under use
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of quality assurance schemes so that the role fafialf authorities could be reduced or shifted be t
producers. Those suggestions were not supportételnespondents. The suggestions in question dssvel
the reasons of no support are presented below.

Suggestion: Apply controls/certification standards final generation S&PM only and leave companies
to decide how to manage parental generation S&PMoguction to meet the quality standards of final

generation certified lots of the category under whithe S&PM is marketed — 79% of respondents not in
favour, n=134

Respondents did not support such suggestion fdotlesving reasons:
» It would increase costs for the industry;
» Certified seeds will not meet requirements, whexnlpasic and basic material is not correctly idadif

» All the generations must be under official contatherwise there could be a break in the qualibcess
and marketing of one specie or one variety;

» Control the whole seed growing process is imporiarmrder to guarantee varietal identity; whichlwil
be one of the most important contributions to Gediion in the near future.

Suggestion: Apply controls/certification to parerntgenerations only and leave companies to decidevho
to manage commercial S&PM production to meet theatjty standards of final generation certified lots
of the category under which the S&PM is markete®2% of respondents not in favour, n=134

Respondents did not support such suggestion fdotlesving reasons:

» All the generations must be under official contatherwise there could be a break in the qualibcess
and marketing of one specie or one variety;

* A minimum of guarantee is needed for the certifieaduct;
» Risk of non-conformity for variety identity and pyr

Suggestion: Set up a certification with a system3%PM company accreditation — 64% of respondents
not in favour, n=145

Respondents did not support such suggestion fdotlesving reasons:

 Some small or medium sized companies would not hheecapacity to implement accreditation
systems;

* Some private operators to be more competitive cbeldempted occasionally not to implement some
regulations, making carrying risks to the wholeusitly and, when relevant, to the phytosanitaryustat
of the environment;

» This suggestion, as well as any other suggestiosisting in reducing the impact of certificationits
suppression, would lead to the suppression of tiiead certificate of quality guarantee requirey the
users for a means of production which is essetttitiie performance of their enterprise.

Some stakeholders have associated positive efi@ttss suggestion, in particular an increasedilbidity
on how to organise the seed control and certificapossibly leading to reduced costs and an inetkas
company'’s responsibility.

Suggestion: Limit the official certification schem& a basic level defined in the legislation andJea
extra quality requirements left up to private compuas — 83% of respondents not in favour, n=71

Respondents did not support such suggestion mbéadguse it doesn’t guarantee the production of eked
sufficient quality in the Member States and in Ei¢ in general and leads to a lack of transparemcthe
quality of the seed for the seed traders and theints.

In particular regarding seed potatoes, the gerfieaalis that if the same requirements are not egiplé to
all the producers, seed potatoes fields of lesditgquaill affect the quality of potatoes grown on
neighbouring seed potato fields. Another issuethésfear that seed potatoes of minor quality wél b
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marketed and that this will undermine in the ene tbputation of MS producing potatoes with a good
quality ‘trademark’.

Suggestion: Set up a voluntary certification scherngenational or international (i.e. OECD) standards
89% of respondents not in favour, n=141

Overall, respondents expect negative effects orfuhetioning of the internal market, on plant heand
guality level of seed material.

However, some respondents consider that a volustey certification would be best for small quasgit
niche markets and direct sales between producetsusers and that mandatory certification should be
maintained for non direct sales and mass seed $alt®ir opinion, such voluntary system wouldeofthe
required flexibility for alternative farming pracés.

Suggestion: Remove the official certification systeand pass on the full producer’s liability — 94% o
respondents not in favour, n=153

Respondents did not support such suggestion fdotlmving reasons:

* There is a risk of reduction in quality standaraisd of increase in quality diseases), which coedd Ito
a loss of credibility among the retail and farmsegtors and a decreasing use of certified seed;

» Giving all controls to the companies would reduoafitience of farmers/buyers in the seed quality and
will create more difficulties for trade within tHeU. Remove the official certification system would
increase regulations on national level and wouddi I barriers for international seed trades bexaftis
lack in harmonization;

» Producers’ costs are expected to increase, whicklito be assumed by small companies;

* The users will not be well informed about the qguyadif the seed.

7.2.10. Results of the in-depth studiesAnhalysis for one crop of the
extension of the certification activities carried ub under official
supervisiori; “ Analysis of the possible advantages of a privatediparty
body set-up for supervisidn

Analysis for one crop of the extension of the fiestion activities carried out under official
supervision

Several modifications have been brought to théainiéxts of the Directives to strengthen the pphe of
responsibility of the companies and to limit ingji@ts to a monitoring regime.

For example, Council Directive 98/96/EC lays dowies on certification procedures for field inspecs
under official supervision. A detailed evaluatiohtbese procedures (Commission Decision 89/540/EC
introducing a temporary experiment) has shown tiffield inspections under official supervisiorosi

be extended to all crops for the production ofified seed. The evaluation has shown that the ptimmoof

the areas entered for official certification to tleecked and inspected by official inspectors cdedd
reduced whilst still ensuring seed quality.

Council Directive 2004/117/EC amends basic seedsciives as regards examinations carried out under
official supervision based on positive results o€ammunity level temporary experiment (Commission
Decision 98/320/EC) which aims at assessing whesleed sampling and seed testing under official
supervision may constitute improved alternativesthte procedures of official examination, without a
significant decline in the quality of the seed.
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This role of the operatdras thus been gradually cleaiedhe Community legislation for the production
of certified seeds under official supervision, iia. charge of the company whose techniciare
accreditatedby the designated authority that monitors by offisampling at least 5% of crops or lots.

Despite these legislative adjustments, most of M&tkept certification under official examinatios the
main pillar of the their national certification ®he as presented in table 21 above.

Furthermore, it seems that mainly France and thehdke largely implemented a system of certification
under official supervision. This implementation lmasurred during a long period of time, and onegp-<4ty-
step and crop-by-crop basis. It has to be mentighedl for seed potatoes certification under officia
supervision is not yet allowed. Both MS uses thevigions for activities under official supervisiaa
almost the full extent currently allowed by the Gouonity legislation.

In MS where certification under official supervigichas been implemented, this evolution is being
perceived as largely positive in all respeatsd especially in the reduction of costs and Wiragflexibility
to the systems.

The interviews carried out for this in-depth cagedg have not permitted to present a deep costs
assessment, mainly due to the fact that the maveSitial supervision have occurred over a longqxof
time. Furthermore the level of cost saving will waignificantly from company from company. However,
costs savings have been observed and are predahbed

Main advantages of moving to a certification schemeer official supervision:

» Flexibility as regards planning and logistic for seed produaed seed companies, as they do not have
to rely on inspectors checks to organise their tdagay activity, and by having control procedures
being undertaken at the most appropriate time ralfia being delayed awaiting official personnel;

» Faster resultfor private operators that have not to wait fdioidil results;

» Reduction of overlapping activitidsetween quality system set up by the industry @ffidial controls
(e.g. in field inspection and seed testing), legdincosts reduction;

» Official supervision assures that seed meets t lequirements

* As the field examination has been taken over by seenpanies, the costs have been removed from the
official inspection services

» Changes have put greater transparénttythe system.

Effects on costs:

» Shift of costs from official authorities to privatgperators for field testing, leading to_a sigrfit
reduction in the number of required official instmes

» For field inspectiorthere may have been a cost reductimrt not for sample analysis nor for sampling;

* New costdor authorities for the trainingf private inspectors;

« Further costs savinggould be achieved if official supervision would é&eended to basic and pre-basic
crops

* UK considers that costs saving should be estimatestound 20-25%, but again with large variability
across crops.

Additional consequences:

* Creation of public resources about expertise;
* Increased requirements to set-up training acte/iiie the private inspectors;
* Increase of the responsibility of the seed commanie

Analysis of the possible advantages of a privaite harty body set-up for supervision

Considering the advantages and effects presentedeala limited number of MS considers that it is
appropriate to further strengthen the principleaipany responsibility for seed marketing by cossid
that supervision can be undertaken by a private tarty body accredited based on standards suEiNas
45 011, I1SO 65, or ISO 9001:2000.
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The accreditation of the certification body accogdio the mentioned international standards previae
guarantee that it has a quality system and it meeegific requirements in terms of organization and
functioning. The accreditation may be granted poizate or public body, that can charge the seppl@rs

for its services.

Planning that the monitoring can be done by anealitad private or public body mainly presents aldeu
interest:

« On the one hand, it would lead to further EU harisaiion in the organization of certification bodies
within the EU;

« On the other hand, it would enable MS that wishlisengage from public financing of certification
costs could indeed be transferred entirely to tiaeistry, as supervision costs could be chargedttjire
to the operators by the accredited body.

The answers to the qualitative questionnaire aadttes from the specific interviews FCEC has hathisn
matter demonstrate that this concept is not yel wederstood within the EU. Even within the MS wer
the idea is promoted, it seems that not all crapose have fully understood the approach.

The main remarks collected are as follow:

» Accreditation is an extra activity to the systemceftification under official supervision and will
lead to extra costs for implementation and auditing
 When looking at other agricultural sectors, acdegitin is being perceived as a complicated
system;
* Who should be accredited:
- A single inspection public or private body appoihtyy MS competent authorities ? ;
- Private seed companies as requested by the indystry

This approach is quite similar to the EU one fattiteation of organic products according to whiehch
MS has the choice to decide if controls are madarbgfficial body not accredited or by a public ageor
by a private accredited body following agreed stadsl.

In conclusion, as mentioned previously in the analysis of tlpsam in section 7.2.9, this approach is not
known well-enough by operators, even in MS wherés ipromoted This point certainly explains the
reticence that has been collected during the irtkdefudies. This approach has to be considerechas a
interesting one but should be further analysedéatify benefits and associated costs effects

7.2.11. Results of the in-depth studyAnalysis of the interest to connect
and bring together the seed phytosanitary requirartee with the
certification legislation for plant health

EU trade of S&PM depends, mainly, on marketing Elives, but also on plant health Directive
(2000/29/EC) for species where plant health is$rezpiently occur. For seed potatoes, for examplis, i
widely commented that seed certification schemessisb mainly of a quality control on quarantine tpes
and quality diseases. Plant health Directive prewidrovisions to secure the zero presence of giagan
pests while the marketing Directives covers thgp2s of diseases, as described in section 6.2.3.

Historically, these 2 sets of regulation were magamdependently by the MS, for an administratind a
operational point of view, with 2 distinct officialspection bodies in each MS.

Plant health is being controlled by national plprdtection services which have established natiandl
regional inspection services covering the comphetigonal territory. For plant health, any contrelbieing
managed by official services as delegating thedaispn is not permitted by the plant health Direeti
Inspection for certification purposes are beingiedrout by official bodies (certification underfiofal
examination) or by delegating to private operatet® are monitored by officials (certification under
official supervision) as described in the sectidhah certification purposes.
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This structure leads to the fact that there areers¢vnspectors for sometimes the same purposéseat
farmer gate. Even if the inspection purposes atdutly similar, the products to be inspected dre same.
It also has to be noticed that whereas the S&PMeat®rs focus on controlling diseases in the cfighd
and on the crops products only, plant health inspedave to inspect the agricultural areas and theps
as well as non-agricultural areas as plant pathogarbe hosted by the same or other related spaaes-
agricultural areas. In order to secure the zersgmee of a given quarantine pest, host speciesthave
inspected regardless of whether there are in ongppreas or not. This approach of controlling non-
agricultural areas is not familiar to S&PM inspestof certain crops where lots of diseases aresptebut
in hybrid crops (e.g. maize, sunflower, sugar he&®PM inspectors are familiar to control non-agtiaral
areas (e.g. gardens, etc...) to prevent from atlgrpshading from wild species that may pollina¢ed
production field.

Recent development of agriculture policies and letidgductions at national authorities in certain MS
initiated ideas, in some MS, on the possibilityimtegrating the plant health and certification esion
offices.

Neither of the 2 EU regulatory frameworks (S&PM guldnt health) is a barrier nor a promoter to this
approach. Each member state has the opportunimtierte discussion on integrating these serviaasob.

Several MS have already achieved this integra@g. ©K for potatoes, NL) and have been consulted t
provide their feedback.

Main advantages to integrate plant health andfimatiion inspection services:

» Costs reductionl inspector for several task®ne stop-one shogdrinciple (1 inspection, 1 document,
and 1 bill) would reduce administrative burden fmed producers and traders and accelerate the
decision making process. The Danish approach hers teegroup the inspectors under the same legal
structure and in the same offices inducing reduactibadministrative costs and an optimisation &f th
inspection visits. In the NL, integration has beamieved on Sept 1, 2007 by moving 90 inspectors
from the Plant Protection Service (agency of thaidry of Agriculture, Nature and Food Quality) to
the official inspection bodies for the marketingrdaitives (Naktuinbouw, NAK and Flowerbulb
Inspection Service). These inspection bodies atepgendent organisations regulated by the Minidtry o
Agriculture, Nature and Food Quality (LNV). Theyptament on behalf of the Ministry of LNV the
Seeds and Planting Materials Act and European lédigia relating to propagation material in the
flower, fruit and vegetable sector. Plant Protecti®ervice kept 50 inspectors for tasks related to
Directive 2000/29/EC;

 Move to crop quality approactwith 2 separated inspection offices, inspectaes facusing on the
control and not on the quality of the end prod®y.integrating the 2 services, inspectors have to
consider the crop as a whole as they have to dogexeral dimensions of the crop and then need to
have a complete view on the crop production schérhe.quality inspection is coming from the seed
Directives, and the inspectors with a plant hehllckground are profiting from the expertise of the
S&PM inspectors ( how and when to control impoblisiter efficiency of visual inspections, seed
testing methodology, etc...);

 New pests will be better monitordtl integration of the services as inspectors haverop quality
approach, therefore a closer link to producers, sd reluctances to notify appearance of new
outbreaks of quarantine pests;

* Integration of S&PM and plant health inspectionvirys to_lead to discussion on the quality of the
product and _inconsistenciebetween the 2 regulatory frameworks would beconwgenvisible and
would lead to discussiorsg EU and MS levels;

« Anticipation of crop production evolutions and atddion

Food Chain Evaluation Consortium 150



Evaluation of the Community acquis on the marketing of seed and plant propagating ntarial
(S&PM)
DG SANCO Evaluation Framework Contract Lot 3 (F&ithin)

» Reinforce traceabilitfrom suppliers to farmers, which is not achievéa negulation, especially for
latent diseases in potatoes, for example;

« Introduction of more consistency in the requlationplementation

This approach implies to develop training expertisesecure that all inspectors have an ‘optimal’
knowledge of the 2 regulations provisions.

When certification is being carried out ‘under oifil examination’, integration of services is pbsiand

of the responsibility of the competent authoriti®ghen the certification schemes are ‘under official
supervision’, a difficulty is based on the factttipytosanitary inspections have to be made byiafé
only or by supervised body as long as these batiesexclusively’ involved in plant health inspexti
This point may limit the wishes to move to an img#¢gd system.

The answers to the qualitative questionnaire showhat authorities and stakeholders are largely in
favour of this integration (Q 3.2.1.: 84% in favour, 16% not in favour, n= 150 respondents) and that
the benefits to be anticipated are well knownThese statistics should be analysed carefully laas been
noticed, based on interviews, that EU 15MS are nmote in favour of this approach than EU 12MS, even
if the statistics are not highlighting this segnadiain. Additionally, respondents from crops witram
health issues (e.g. potatoes) are not more in fawbuhis approach than respondents from othersrop
where less phytosanitary problems occur.

As presented before, it is up to the MS discretiddecide on this integration. The Community leisin is

not a barrier to this approach. Having clarifie@ thoint, it has to be highlighted that very feitiatives

have been taken in this direction. The major reasdmased on the social impacts and consequences on
restructuring national inspection services.

One way for the Commission to promote this modébisonsider integration of the regulatory framekgor
at EC level Both regulations are being managed by the sanmdC&A unit so that harmonisation and
integration should not be too difficult. Additiohglthe plant health legislation is planned to eeewed in
2009; therefore it is the correct time to evalubhtepossible integration of the legislative textgld level.

This integration of requlatory provisions (certitmn and plant health) will promote integrationsefvices,
and the FCEC team considers that a pre-feasilsiiould be carried-out prior to the evaluation & hant
health legislation in order to integrate resultsthat evaluation, if the Commission wishes to gat th
direction

7.2.12. Overall conclusions and recommendations

The original aims of certification were the gualibhsuranceand the free tradef S&PM produced in the
EU.

Currently, the official certification consists ihe control of the S&PM production processes. Stayut
certification exists for seed and forestry reprdtiecmaterial. Vegetable seed and ornamental paipdg
material are only examined in post control plots,regards varietal identity and purity. Vine anditfr
propagating material can be subject either to a hégel of official examination and be sold as tifard
propagating material’ or be subject to post contrdly (as done for vegetable and ornamental prapapa
material) and be sold as ‘standard propagatingnmaéite

1. The seed Directives allow the MS to carry owt field inspection, sampling and seed testing ‘unde
official supervision’ instead of ‘under official amination’.

lllegal imports and illegal usage of S&PM are pered as an actual threat to the S&PM sectbsestry
specialists consider that the S&PM forestry sectltapsed in Germany in the 80’s due to illegaldsee
import and fraud.
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Most of interviewees consider that an audit of thgplementation of the Community legislation for
certification would lead to a more uniform baselared would add to further harmonisation and impdove
information between MS.

2. Overall, the certification scheme is perceivgdrost of stakeholders as an essential &sat ensures the
guality of S&PM. However, it is observed that irveml crops e.g. winter wheat or potatoes, prodyucin
seed of quality (at least the first generation) Ibesn achieved without official controls but thiesld not
be considered as an indication that certificatsosuperfluous.

3. A large majority of survey respondents consitieat the standards are fully relevamowever,
stakeholders from the fruit sector consider that stkandards for the certification of fruit PM needbe
better defined and to better reflect the curreminplhealth status. EU rules are generally alignédl w
international standards and guidelines (OECD), \lithh exception of the seed potatoes standards (UN-
ECE). Considering that the UN-ECE standards represenpan-date framework with adequate provisions
covering all the categories of seed potatoes, dietuthe ‘pre-basic’ seed, further alignment of the
provisions to those standards should be sought.

4. Comparative tests and trials should be re-dstadd as they provide a key platform to exchange
experience for certification leading to further manisation. In the future, they could be made more
relevant by ensuring corrective measures are teikease of non-conformity with the standards

5. Certification costs currently represent betwgend 2% of the total production costs for cerdifezops.

As the S&PM currently produced in the EU are ofthiguality, certification is moving from a quality-
driven activity to a cost-driven onéndeed, as far as the Community legislation pesrmi some MS have
taken initiatives to make the process more efficeemd reduce accordingly the costs and adminigéati
burden. For instance, several MS like FR and thehdie set up certification ‘under official superors;

The Netherlands and DK have merged the certifinatiod phytosanitary inspection bodies on a crop-by-
crop approach.

6. The qualitative survey has suggested severargpfor reducing the importance of the certifioatby
the official authorities. Overall, the large majgrof respondents did not support such alternatig&snly
because they would reduce confidence of farmersfisun the seed quality, would increase the cutemhkt
of harmonisation between MS and would create mdffeuties for trade within the EUeven if the
examples presented in the previous paragraph stavsosts optimization could be achieved.

7. However, a majority of stakeholders have beefawour of making the certification process morsteo
effective mainly by 1) _extending the field inspecti‘under official supervision’ to pre-basic andsita
crops 2) in the case of certification ‘under officialgervision’, targeting the inspection on the basigsk
3) integrating the inspection regimes for certifica and for plant health. There was greater agezgm
(around 50% in favour and 50% not in favour) to siaggestion of ‘leaving the level of check inspauti
check sampling and check testing to MS’ discretiotihe case of certification ‘under official supesion’.

8. Regarding the idea of ‘setting up a certificatiwith a system of an accredited third party boggraved
by the MS; answers are balanced too (around 50% in favodi’8@%6 not in favour). This last idea should
be further examined and explained as it seemstikgirinciples and the potential benefits of tlppraach
are not sufficiently known

9. An extra proposal was presented by one assomiafi users which consists of using the certifarati
platform to control conformity of seed products dther requirements, and especially the GM quality
requirements. Discussing this idea with supplieegresentatives and some national authoritiesdettie
conclusions that the conditions should be furthecussed and feasibility analysed.

10. Finally, on the basis of the analysis of therent situation and of the discussions with stalkedrs
during the interviews, the FCEC team believes ithatworth analysing the extent to which more iteity
could be introduced in the certification of seedhe future by e.qg. introducing different categsrié seeds

to which would correspond different certificatioequirementsas done already for forestry reproductive
materials (i.e. definition of four categories) aor fvine and ornamental propagating materials (i.e.
production of certified or standard propagatingeriat).

Food Chain Evaluation Consortium 152



Evaluation of the Community acquis on the marketing of seed and plant propagating ntarial
(S&PM)
DG SANCO Evaluation Framework Contract Lot 3 (F&ithin)

7.3. OVER-ARCHING ISSUES

7.3.1. Main aims to be pursued when revising the @amunity
legislation

This section of the report examines the extenthakvthe revision of the Community legislation pides
the opportunity to consider any new aim, any newedy instead or in addition to the initial aim of
‘improving the productivity of agriculture’ felt ahe time when the Community legislation was creéate
Productivity is still important but food security, imainly, achieved even if some analysts expemtae
production of e.g. oil in the short-term. If the ®@munity legislation have to be recast, it is impattto
understand what should the drivers of this evoludind simplification.

During the qualitative survey, respondents wereedd score the importance of the following possibl
drivers: productivity, suitability of varieties fdow-input agriculture, protection of the envirormbhefood
safety, plant health, sufficient quality of S&PMi¢ntity, purity, etc), farm-saved S&PM, developmeht
new breeding technologies (GM, molecular breedatg,), Diversity of the varieties, information teans
(traceability of S&PM lots).

The survey results have been as follows:
Graph 40 — Aims when revising the Community legiskion

Productivity (n = 175 15 45 37

Suitability of varietiesfor low-input agriculture (n = 147, 41 24 10

Protection of th environment (n = 167) 41 38 14
Fooc safety(n = 144) 28 37 29
Plan health (n = 199) 15 38 44
Sufficient quality of S&PM (n = 194) 14 26 56
Farmsaved S&PM (n = 106) 27 25 7
Developmentof new plan breeding technologies (n = 149 33 23 11
Diversity of the varieties (n = 177) 28 42 16

Information tc users (n = 218) 17 36 39

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

‘ B Not/not much important® Fairly important® Important® Very importan4

Respondents’ arguments for consideration of thassiple aims in the future Community legislatioa as
follows:

Productivity, food safety, sufficient quality of B must remain the focus of the EU regulations

» With growing worldwide demand for quality food, eoging use of plant material for non-food uses and
limited and decreasing area of production, maimgirand increasing the productivity of European
agriculture must remain the focus of the Common iddtural Policy in general as well of its
implementing legislation like e.g. the seed marigeand variety protection legislation;

» Directly related to the productivity, are issuestsias seed quality, seed/plant health, and respecti
information to users.

Suitability of varieties for low-input agricultureliversity of the varieties, protection of the eamiment is
more and more necessary

» The legislation must be sufficiently flexible tokmowledge the diversity of the biology of crops dhé
diversity of increasingly differentiated marketsiche varieties resistant to the extreme climatical
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conditions or resistant to diseases (culture wittaulower pesticides) contribute to the protectain
environment, plant health and the food safety;

» Improving agro-biodiversity in the field will be enof the main issues in the future to better miiga
climate change and reduce chemical inputs;

» The varieties for low-input agriculture are capatdevalorise the natural nutrient existing in thel s
(without or lower chemically nutrients) and by tlusntribute they contribute to the protection oé th
environment and for food safety;

» Conservation of forest genetic resources shoulkbbsidered in the EU directive, by including in tise
naturally occurring tree and other woody species.

Plant health to increase

* Plant health is important and should be ensuredegylation which applies to all plants, not onlg th
species listed in the Common Catalogue.

Farm-saved S&PM is not in favour of the progressdaling

» The continuous growth of farm saved seed use witbquitable remuneration of the breeders more and
more deprives breeders and seed producers ofdésarved income. The risk is that, in the long term
all farmers active in certain crops will suffer fndower income due to the lack of R&D investmend an
breeding progress (and thus more limited choidess competitive varieties).

Development of new breeding technologies incretmegenetic progress

» Clearly, the legislative framework must not hintlee inclusion of new technologies. Currently, thekl
of labelling thresholds for adventitious present&MO in seed prohibits the use of GM technology
within the existing well-developed plant breedingriety development and seed production patterns.

Information to users to help them to be more coitipetand to facilitate achieving compliance with
various regulations

» Information to users leads to consumer protectiorthe consumers knowledge and decision making
inside the market;

» Transparency is essential to consumer confidence;

» Traceability is increasingly important in the madeophisticated world of food retailing. Certifiizat
schemes can play a central role in providing stetegbility;

» Forestry has a very long-term return on investm®@essile oaks are harvested 200 years after ptamtat
Damages due to the use of not adapted provenaraesmty be seen after decades, with heavy time and
investment losses. Good and accurate informatidheoénd-user (planting forest owner) is a key-gdal
forest tree plantations. On the condition of a géd&M traceability, the achievement of an updated
European register of forest basic material is resgsto help forest managers to choose appropriate
genetic material when they will have to adapt tf@iests to the effects of climatic change;

» A clear and transparent system for the identitguwfivars in ornamentals (in particular the bullsteg)
is needed.

Finally, as regards productivity, some stakeholdease specifically mentioned that, for the farmer,
productivity means ‘price x yield’ and is not ordyquestion of ‘yield’.
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7.3.2. Structure of the legislation

Overall, the quantitative results of the survey (Q12.2.) have not indicated a strong desire to modify
the structure of the Community legislation.

Graph 41 - Structure of the S&PM Community legislation in the future
Maintain Directives (n = 215) 70 30

Compile Directives par group

of crops (n = 198) > i
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to the final use (n = 201)
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B In favour @ Not in favour

Stakeholders generally agree that it is importarthdve consistency within Directives covering saad
within Directives covering PM. However, PM and sea too different to pursue consistency or
parallelism of legal acts between those two growssdifferent types of material and often different
businesses are involved. Also vine and seed paat@especialised areas, which warrant separatiati.

In addition, the existence of two Directives forgetables brings complexity and requires adaptattion
market demand. Indeed the possibility of seedfaetion is provided by Directive 2002/55/EC butnist
used by the vegetable seed industry, which maimlgkets 'standard seed'.

Stakeholders from the forestry sector have mentiotie problem with the expression 'non-forestry
purpose’ (see section 6.1.3. above). As a solubioa respondent has indicated that a common Dieeoti
forest and ornamental trees could improve the métion of tree S&PM users. In its opinion, thereis

the European market increasing confusion betweaanoental trees and forest trees (there are no such
problems with fruit trees). A solution could be diarify in the same Directive all possible approgald
certification categories of forest and ornamentzg.

Respondents' opinions on the advantages of corgpilirectives per group of crops are as follow:

» It could simplify the system and increase consistelbetween the provisions of various genera and
species which have certain common characteriséigarding quality and plant health requirements,
requirements regarding variety identity and pumifficial checks and/or inspection, certificati@tc.;

* It could increase clarity and reduce the amoumegislation.

For several stakeholders, content and proper ingidation of the legislation is more important thhea
way the respective texts are presented technically. 6 texts or 1 text with a respective variatafn
annexes).

Nevertheless, the examination of the 12 Directi(ge section 6 above), the analysis of respondents’
comments to the survey as well as the interviewe mentioned their complexity as well as the latk o
flexibility to quickly adapt them to a changing rker environment.
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To reduce the complexity of the Community legislatithe FCEC team believes that improvements can be
brought at two levels:

» To revise the legislative text of each Directiveoidler to clean it and by this, to increase itsladility,
consistency and understandability. Several propdsale been made for that purpose at section &abov
This first option is mainly short-term. It will fditate the operational management and the
implementation of the Community legislatiaithout changing its intervention logic;

» To look at Directives which could possibly be eglfirremoved or compiled with other Directive(s) to
better fit the current market demand.

To make theCommunity legislation more flexibland facilitate the regular and ongoing review loé t
standards, provisions and tolerances within theddves, two alternatives are suggested: eithénatesfer

all technical measures to technical annexes oguggested in the proposal for the new fruit Diragti
transfer all technical measures to specific impletagon measures.

The above-mentioned options are mainly short toinmederm and do not imply an in-depth reshape ef th
legislation. They maintain the current structurstidguishing between the Common Catalogue Directive
and the marketing Directives and do not impacthencurrent points of references of stakeholders.

However, the FCEC team considers it would be whntther examining the proposal for a new structfre
the Community legislatioras formulated by some respondents to the surveysanik interviewees.
Apparently, this approach is, also, in discussionSanada where a regulation review is ongoinglraady
presented.

This proposal distinguishes between two pillargexttio general Community provisions as well ague
technical annexes according to species, as follows:
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Figure 10 - Proposal for a new structure of the Community legislation
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According to such structure, a first piece of hontal framework legislation (called ‘Registratiomijpuld
set the general standards for registration of see@éties and plant propagating material baseddaptad

VCU requirements, identification of varieties bagedDUS as well as on variety denomination andhen t

Common Catalogue.

The second part would present the legal requiresntort' Marketing S&PM and should comprise the

general provisions with regard to certification. Tos horizontal legislation will be attached inidival
technical annexes per species or groups of spangds usage e.g. in the case of beet specie®oragar

beet and another one for fodder beet where minirstandards for marketing should be defined. This
segmentation per usage for a given species shauithplemented, only, when the segmentation is non-
disputable and when one variety cannot move from aesage to another, or when a variety cannot be

marketed for 2 different usages.

Furthermore, some stakeholders consider thaimp®rtant to cover all plant health aspects in pieee of

legislation FCEC team supports this idea as the same uSIABICO level is managing both plant health

Directive and seed Directives.
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Such proposal consists in a revision of the intetiea logic of the Community S&PM legislation i.the
legal framework has a horizontal structure and rova@spects common to all species; i.e. identity,
registration and marketing.

This proposal was discussed with several staket®ldering the last interviews. Overall, interviewee
support the idea of separating the legal dimenfsmm the technical one. However, it is a long-teyption
that requires further consultation and discussion.

7.3.3. Legal instrument

The opinion of the respondents to the question orhé most appropriate legal instrument to regulate
the marketing of S&PM at EU level in the future isnot clear (Q1.2.3).

Graph 42 — Legal instrument to regulate the marketig of S&PM at EU level in the future
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The arguments they provide to maintain Directive®aeplace them with Regulations are as follows:
» Directives seem more dynamic and easier to adaptrégulations;

* Regulations generally are the stronger instrumeiaichieve uniform implementation across all Member
States and therefore, specifically in a growingdpean Union, may be regarded the better instrutoent
assure a true Common Market for seed and avoid-Odmmunity barriers to trade caused by
differences of interpretation by national bodies;

* Regulation is mainly adapted for DUS and certifimat

In particular, some respondents consider that,ablydeaving to each country the possibility of ptiag
European rules to their geographic, social and @minconditions could enhance the diversity ofehére
seed system. They suggest setting up minimum ardgyiving each country the freedom of implementing
them.

Considering the proposal for a new structure of @lmenmunity legislation as presented at section27.3.
above, the FCEC team believes that it is importhat harmonised rules are defined as regards itgent
therefore is recommending for a regulation as legdtument.

Regarding Registration, Directives remains morer@mpate as significant MS specificities have to be
considered.

In case the legal framework consists in Directiyds the Community provisions on marketing, the
technical specifications would be transferred tplementing measures as suggested in the propasal fo
new fruit Directive. In case it consists in Regigafs), these specifications could consist in téadin
annexes.
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7.3.4. Role of the CPVO

Current role of the CPVO

Council Regulation (EC) 2100/94 has created the i@onity Plant Variety Office, the CPVO. It is based
on article 235 of the Treaty establishing the EesopCommunity. It has its headquarters in Angaemde.

It is a so-called Community agency; i.e. a bodyegoed by European public law but distinct from the
Commission. It has its own legal personality amsdoiivn financial resources. Its status as an indigren
entity guarantees better transparency and accdlitytédavards its main stakeholders, the breeders.

As a preliminary remark, it should be highlight&éattany extension in responsibilities of the CPVQuid
require a preliminary alignment of the legal baJieday Council Regulation (EC) 2100/94 is based on
article 325 of the Treaty, whereas seed marketiimgciives are based on article 37 of the Treathak
often been reported during the interviews thataignment would consist of an important effort.

The core business of the CPVO is to grant Europtant Breeders Rights. The Community systems exist
in parallel with the national PVRs system of the H1S. It is up to the breeder seeking PVR proteciion
the EU to decide what type of protection he pref@BVO staff runs a technical examination on any
application to ensure that in respect of a candigatiety the criteria of D, U and S are compligthwThe
CPVO doesn't itself carry these examinations. They entrusted to bodies deemed competent by the
CPVO Administrative Council. At present time, maditean 20 examination offices have obtained the
gualification ‘competent’. The latest statisticoshthat the number of applications received by@/O

is higher than the sum of national application®ned by the national PVR authorities within the &¢@r

the same period.

In December 2005, Commissioner M. Kyprianou aské&l $ANCO to investigate on the possibility to
utilising CPVO experience in the S&PM marketingtse@s regards variety denomination, management of
the CC and technical tests (i.e. DUS tests) anexfore the possibly of extending its activitiestliis
sector.

A working group with experts of the MS, the CPVQldhe Commission was created in 2006 to analyse the
possible extension of the role and activities ef@PVO. The first meeting of this working groupkgaace

on the 1% of January 2007 and was followed by 6 meetingseetively in February 2007, April 2007, July
2007, October 2007, January 2008 and March 2008.

During the first meeting, the working group ideieiif a list of 7 items to be discussed, as follolyszariety
denominations, 2) DUS and VCU testing, 3) Commotaldgue and national listing, 4) comparative trials
5) conservation varieties, 6) protection of geobiegl indications as well as 7) additional iteme.(ithe
maintenance of varieties iff gountries).

Up to now, the discussion of the WG have focusetheritems 1 and 3 and have resulted in 1) a pedpos
for a centralised checking of variety denominatiming the current CPVO database for the purposes of
National listing, Community listing, National PVRhé Community PVR as well as 2) 5 options for a
possible role of CPVO in managing the Common Cats#e and in National listings.

Proposal for centralised checking of variety denaation
According to this proposal:

* CPVO makes recommendations to the National autesrdn the proposed denomination for National
listing and National PVR which are sent by the M$he CPVO;

» Decisions and responsibility on variety denominadidor National listings and National PVR remains
with the MS;

» Centralised checking must involve all the MS;

» The services of the Commission would only be ingdlin centralised checking of variety denomination
for National listing and National Plant Variety Rig in the case of disagreement between the CPVO
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and a given MS. In such as situation the opiniorhef services of the Commission should be asked
before publication to avoid conflict after the M&shapproved variety denomination.

The pro's and con's of the proposal were discusgéite WG as follows:

Table 25 — Pro's and con's of a centralised checlgrof variety denomination by CPVO

Pro’s

Con’s

The CPVO database is already used extensively by fMS
checking denominations and is an efficient tool éentralised
checking.

MS could limit their activities to maintain their wo

denominations database or could no longer mainit@m, saving
time and cost. This might help MS as the numbevrarfeties
with national PVR continues to decline.

Divergence of opinion between CPVO and MS shouldléalt
with before a variety is added to a national lisgoanted unde
national Plant variety rights (PVR) and there isubsequen
application for Community PVR. This should be ofiswlerable
benefit to breeders and, although difficult to difginit may also
save time and cost for CPVO and MS.

MS should retain responsibility for decisions oriarzal listing
and national PVR, so no change to the legislatisrremards
responsibility is required.

With CPVO making a recommendation but
responsibility, MS should retain the possibility teact to the
CPVO when there are different views.

Centralised checking should favour exchanges anoperation
between CPVO and the MS.

The system should work for all plant species: foeagricultural,
ornamental, vegetables, fruit, and wine and foyegtecies.
Centralised checking should improve coherence ire
application of Community rules on variety denomioat

Centralised checking should eventually be an adwgntto
include all relevant variety lists, since it shoulthprove
communication and reduce problems of duplicatedezam

To achieve the full benefits, centralised check|
should require all MS to participate, which mig
be difficult to reach.

National expertise in variety denominatio|
should be reduced or lost, reducing the quality
advice to national applicants, and possi

ing
ht

ns
of
bly

weakening the EU's position in UPQV (on this

point, there were different views on the like
impacts, some members of the working grg

expressing concern, and others feeling that

could be managed and was not a signifig
issue).

ly
up

it
ant

It should be necessary to consider other varjety

lists, not currently included by the CPVO in
database.

Some issues for synonyms, mainly links betw

%t be fully addressed.

The working group recognised that there is

yet sufficient information for detailed discussi
on eventual costs for such a system (CP|
representative suggested that one full-time e
official would be enough to deal with it: but wh
should pay?).

th

original denominations and their synonyms, wiill
not havin

ts

een

not
bN
VO
tra.
0

Source: compiled on the basis of the main conchssaf the Working Group on checking of variety deinations, the
management of the Common Catalogues and the proesthr variety listings — 6 march 2008

The initial view of the WG to the question of theXZ0 managing the Common Catalogues was that there i

no added value in transferring this work to the CPWhe management of the CC has to be improved as
already concluded in section 7.1.6. but that theggovements could be achieved quite easily by the

Commission services.

The 5 options currently identified by the WG fopassible role of the CPVO in managing the Common
Catalogues and in National listings are as follows:

Option 1: no change compared to the current sdnati
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* Option 2: CPVO managing technical and administeatasks for listing new varieties in the Common
Catalogues at the place of the Commission servafts, it has been listed in National Catalogueat) w
official notifications for listings in the Commonra@logues continuing from the MS to the Commission;

e Option 3: CPVO fully managing technical and adntiaisve tasks for listing new varieties in the
Common Catalogues, at the place of the Commissniices, with direct notifications for listings the
Common Catalogues from the MS to the CPVO;

» Option 4: CPVO would manage the Common Cataloguitrs avsplit of technical tasks between CPVO
and the MS concerning DUS and VCU tests; CPVO shonage DUS tests for National and Common
listings but MS should continue to proceed with V(aists;

» Option 5: possibility for centralising of varietisting for the Common Catalogues at CPVO level only
on the base of DUS requirements. MS can voluntaribgduce national variety recommendations lists on
the base of their own VCU tests.

The WG was clearly in favour of the approdasche key — several dooras suggested in option 4, i.e. the
adoption and the auditing of quality requiremeras DUS testing not only as concerns the Community
PVR system but also or possibly in respect of malid’VR and listing systems. However, no common
position was reached by the members of the WG pwosaible role for the CPVO in respect of DUS tagtin
for national listing and national PVR granting pagps. They consider that such roles might be atiemg
effect after the implementation of tleme key — several doorsipproach.

With the aim of validating or further investigating the relevance of the proposals discussed bg O
WG by a larger group of stakeholders; the qualiégasurvey also included questions on the role ef th
CPVO in the future, in addition to considering aggtions for protection of variety rights (Q4.1.).

Role of the CPVO in the future

The large majority of respondents have consideredhat the CPVO would have an active role in
variety denomination (87% of 'In favour, n = 143), in the administrative management of the
Common Catalogue and national listing (67% of 'In &vour', n = 134) as well as in the DUS testing for
variety listing (66% of 'In favour', n = 130). However, they generally do not support the suggestof
providing the CPVO with an active role in VCU testj for the management of comparative trials, ter t
management of tasks to equivalence with third agestas well as in the administrative management of
conservation varieties.

Graph 43 — Role of the CPVO in the future
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Overall, the majority of respondents to the sursapport the current conclusions of the CPVO Working
Group and consider that the tasks of the CPVO cbal@xtended to administrative tasks of general use
Such administrative tasks refer mainly to the manant of the denominations database and of the
common catalogues as well as the monitoring andiagaf the national bodies in charge of DUS tagti

In their opinions, the advantages would be incre@asfficiency, transparency and cost savings.
Consequently, the seed industry should be able lacepnew varieties on the market earlier and
administration should be simpler and less costly.

However, some stakeholders have questioned thditseoemoving the administrative tasks (in partau
the management of the Common Catalogue) to the Cd@ed, if the Commission was organised better
i.e. will such move add to a reduction of the tatadts and administrative burden or not?

Also, some respondents consider that it could lza&l ‘policy’ to confuse the objectives of intelledtua
property rights (protect innovations) and the otijes of commercial regulation (protect users).
Requirement and criteria for the protection of lietgual property under private law must not préwai
substituting for regulation by the public law ofrferading.

Respondents’ specific comments on the possibilitesxtent the role of the CPVO in the future ase a
follows:

Variety denomination

* The centralised database recently set up by theGQCRVa precondition to assure a harmonised and
consistent implementation of the provisions as meégaenomination of varieties in Member States.
Consulting this website must be obligatory for hdikting and granting of national and EU PBRs.
Responsibility for the management of the databaseé thus the verification of the proposed
denominations should be transferred to the CPV@.firtal decision may then be up to the responsible
national authority or the CPVO itself (EU PBRS).

Management of the Common Catalogue and the natlistiaig

* CPVO should be in charge of the format of the EUnBmn Catalogue and its electronic supporting
tools.

DUS testing for variety listing

» For some stakeholders, the variety listing procedisr a national responsibility which cannot be
transferred to the CPVO. CPVO can play a coordigatble for DUS and denomination;

» The CPVO could have a central role in setting up dtiperational standards for DUS testing, in
coordinating the organisation of such DUS testigghational Examination Offices and in accrediting
and auditing the national Examination offices farigty registration. The Examination Offices should
be in charge of DUS-testing and initiation of Na#b Listing, leading to the automatic addition be t
EU Common Catalogue. Also accredited DUS Examinafffices should mutually accept each other’s
test reports. A test report for an application fiational plant variety protection should also bedus
when evaluating Community plant variety protection;

* In particular, one respondent consider that thegood synergy in having variety administration,l¥C
and DUS testing located in the same unit. Splittimgse tasks could generate more problems than it
will bring benefits,

* For other stakeholders, the important elements tiier internal market are variety identity and
registration so that listing could be done withg@U requirements. In such a system, the CPVO could
play a central role in DUS testing for PBR andirigt i.e. the Common Catalogue will be a Common
List on which all varieties that are authorized ricarrketing in the EU are listed.

VCU testing

* VCU testing should be continued on a national Idagelthree reasons: 1) the VCU testing is closely
related to the geographic and climatic conditiohshe single MS- significantly more than the DUS
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test; 2) the VCU testing is an essential part ef vhriety registration procedure which is fully end
national responsibility. Considering this, there ao financial advantages for applicants if the OPV
would be involved in the VCU area; 3) in view oktlprovision, that national registrations must be
notified to the Commission within 4 weeks, no harrtime lag (in theory) for the applicants does
occur.

Comparative trials

 Comparative trials are connected with exchange rawkedge and harmonisation of certification
between Member States. CPVO has no role to plalydrfield of certification and therefore no role to
play in the management of the comparative trials;

 The CPVO is not structured to perform this task.
Management of tasks to equivalence wittcBuntries

* The responsibilities for the granting of equivakersze well established and effective under theeorr
legislation which should thus remain unchangedis tespect;

* Also, equivalence is more linked with certificatiamd CPVO has no role to play in the field of
certification;

» The task of the Commission in this area currentlysists in the drafting of proposals for decisiofé
taken by the Council of Ministers. Drafting proplesfar legislation is not a task for CPVO;

* The granting of equivalence is essentially a paltissue.
Administrative management of conservation varieties

* Some stakeholders consider that in the case whem®le of the CPVO is extended to the management
of the Common Catalogue, its role as regards theagement of conservation varieties would concern
the inclusion of the conservation varieties in @etalogue to assure transparent information. lir the
opinion, listed conservation varieties should beegrart of the regular listing system and be indilide
the Common Catalogue with mention of their specstiatus of conservation variety and consequent
specific limitations for their use;

» For other stakeholders, the administrative managewfeconservation varieties should be kept by the
national authorities because it needs to be veoged to the concerned territories where the
conservation varieties come from.

In particular, one respondent from the forestryt@ebas mentioned that protected S&PM are very irare
forestry (only some poplar clones) so that CPV@adta key actor in this field. In its opinion, thaestion
of the extension of the responsibility of the CPWforestry should be first discussed in a meeththe
Standing Committee on seeds.

Also, some respondents active in the field of oreatal plants at European or international levelehav
indicated that — with the exception of cutflowessly a small percentage of ornamental crops artegied
by plant breeders rights.

In conclusion, stakeholders opinion on the possible extensiorhef role of the CPVO supports the
conclusions of the CPVO Working Graupe. increased harmonisation and better effigiecould be
achieved from centralising the denomination cheglahthe CPVO; having the CPVO responsible for the
definition and auditing of the DUS requirement wbwontribute to create a level-playing field in the
implementation and interpretation of the DUS protec

Most of survey respondents consider additionatiefficy gains could be achieved through the managieme
of the Common Catalogue by the CPVO but one altenas the development of an online real-time
Common Catalogue at Commission levaterviewees more familiar to the practices iis thirea are not so
much convinced of the added values of this change.

Today the CPVO has a unique responsibility on PERd would be called Community Plants Variety
RightsOffice. Its customers are the breeders and itvities are fully of the private domain. Several key
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players are of the opinion that transferring resgalities from the public domain (marketing Comrnityn
legislation) may cause concerns. FCEC considers that point should carefully be taken into
consideration.

Furthermore, any modification of the role of theM@Pwill need legislative change to implement

Finally, the first attempt to list possible extmsponsibilities that the CPVO could undertake hiaeen
sorted according to their ease of implementatiahraot on their possible benefits. Only 2 ideas Hasen
deeply discussed (Variety Denomination and CommatalGgue), which are not those which are regarded
as adding more value to the system. These firsugdions should be extended to any other addeés/alu
concepts (e.gohe key-several dool)s’

7.3.5. Definition of the terms ‘marketing’, ‘seed’and ‘seed marketing’

The analysis of the Community legislation indicatefgw cases of inconsistencies, discrepancieams o
the current legislation. One of those cases retatéise definitions of ‘seed’ and ‘marketing’ inetlturrent
legislation, and some of these problems are dapintdnnex 7.

7.3.5.1. Definition of ‘seed

There is no definition of ‘seed’ anywhere as sutlthie current legislation. Although reference isdm#o
the concepts of ‘standard seed’, ‘basic seed’, foencial seed’ and ‘certified seed’, which are dibsdt —
as applicable - in Article 2 in each of the seedsketing Directives, the overall definition of ‘sBes such
is missing.

Furthermore, from our interviews it appears tharehis generally confusion in this field, with tterms
‘grains’ and ‘seeds’ used often interchangeablyhim market place and even by policy-makers (when we
move away from the close circle of experts in Hisa).

This suggests that there is scope for includingfanition for seed. The simplest proposal appearset to
include a generic definition of seed in its botahiterm, as commonly understood by professiondtss T
implicitly differentiates between seed to be usely éor the production of new plants / multiplicati, from
grains used also for food/feed processing. Thenifiefn should be consistently introduced in all d2itives
(including the Common catalogue).

Introducing a definition for seed would also be sistent with the PM Directives, where a definition PM
is given.

The use of Farm Saved Seed (FSS). Interviews watkeblolders in the UK in particular have identifizd
problematic situation that arises for the use db R8e movement of which appears to be extensitvecas
farms especially in the co-operative sector. Theblem arises because this movement is not coveyed a
such by the seeds marketing Directives (FSS isrtified seed), or by the plant variety rights ldgi®n
which states that seed can only be used on theénigotth which it was produced. The seed marketing
legislation and the plant variety rights legislatiere drafted at a time when one farmer farmedfama

and so the spirit of the legislation was that anfar could save seed on his one farm. This is glesr the
case nowadays and the legislation that was writtak then does not reflect current agriculturatticas,

at least in the UK.

In the UK, associations of users appear to sugherfarming community on this, against the wishiethe
suppliers who do not want to see any change irséleel marketing legislation allowing farmers to naark

“"In the UK current agricultural practices oftenatwe large farming cooperatives that can farm betw@-20 farms,
all of which are registered as separate businebségooperate in the form of cost-sharing (i.eshgring seed costs,
fertiliser costs, machinery and equipment etc.)thWhe current legislation, these cooperatives camuse their

FSS/uncertified seed on the different member-faoraptimise seed costs within the business.
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FSS/uncertified seed (for fear of potential los$8S royalties). Thus, there are currently discurssalso
involving national authorities on best approachetolve the situation.

The Commission’s point of view is that this is asue that relates and should therefore be dedtimithe
context of the legislation on plant variety righthhe Commission considers this issue to be separate
the seed marketing Directives, the aim of whictoiprovide high quality material for users by efsgithe
identity of seeds throughout the transaction. Tdeddgndustry do not favour any change in the wa$g S
treated in the Directives — if anything in the aveha definition for seed they would favour a wiogithat

ensures reference to ‘seed belonging to a vatetyis$ listed in the Common Catalogue’.

7.3.5.2. Definition of ‘marketing’

From our review of the Community legislation antemiews (with industry, national authorities arme t
Commission), the following issues were identified analysed:

There is no definition at all for the term ‘markegi in the Common Catalogue Directive 2002/53. This
is due to the fact that the Common Catalogue iartegl as a ‘support’ Directive for the seed mankgti
Directives, to avoid replication of the provisiomating to registration of varieties in each of geed
marketing Directives. As Directive 2002/53 does deal directly with the marketing of seeds, it was
not considered necessary to include such a deimitiowever, there may still be a case to inclinik t
definition in Directive 2002/53, for the purposdsconsistency, clarity and thoroughness;

The current definition of marketing followed in tlseed marketing Directives is consistently used
throughout all Directives (Article 2.1(a) in all i@ctives, with the exception of the fodder pland an
cereal seed Directives where it is covered by Fertl@). However:

» The current definition does not appear to includparts even if there is a general understanding,
excepted for the industry, that importing is in@ddin marketing. In common with many of the
other issues highlighted by the analysis of the @amity legislation, this is due largely to the long
history and evolution of the legislation in thict®. In the early 1960s when the legislation was,
first drawn, direct imports of seeds from othertamnts were inconceivable; nearly 50 years later,
the seeds business has grown to become very ititeralawith large-scale players in both the seeds
and agricultural sectors, and a very high levehfidrmation exchange and awareness for both seed
growers and farmers.

The Commission’s current position is that, in viefathe fact that the seed marketing Directives are
based on the parallel system of OECD certificafmrseed produced by OECD member countries,
the provisions on equivalence applying to importsxf third countries (Article 16 of the various
seed marketing Directives) sufficiently cover imgorUnder Article 16, the Council acting by
qualified majority on a proposal from the Commissinay grant equivalence to imports from third
countries if it determines that the EU conditions feeld inspections and other examinations are
met.

On the other hand, in the case of the PM markddingctives, where no such certification exists at
OECD level, in addition to the fact that equivalemoay be granted under comitology procedures,
the need has arisen to include more specificalpois in the marketing definition. For example, in
the current proposal recasting Directive 92/34tt@nmarketing of fruit plant PM and fruit plarfts)
the act of importing will be specifically listed the definitions of ‘marketing’ and ‘supplier’ dfi¢
Directive. In order to increase the harmonisatind ransparency of the legislation, the proposals
include a new definition of marketing covering #fle initiatives concerning the commercial
exploitation of PM (Article 2(10), and the additiohthe action of importing to the list of actioo

a supplier (Article (2.9). The other PM Directiv@suld eventually follow in the same direction.

Given these changes in the PM sector, it would app® be more consistent to also revise and
update the seed marketing Directives accordinghis Bppears to be the case not only for the

8 COM(2007)31f of 29 January 2007.
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definition of ‘marketing’, but also for the defih of ‘supplier’, which is currently missing from
the Directives.

We investigated the potential consequences of dbok bf specific reference to imports in the
definition of marketing. There are allegations fromdustry that illegal imports of seeds into the EU
appear to be taking place and this may well be wut¢he absence of more clear legislative
provisions on these flows. In particular, two peghk with imports were explored further:

* Imports in the sector of vegetable seeds. Becéusdst a low volume / weight — high value
product, it appears to offer better potential ilegal’ trade (compared to other seeds). Such
imports have occurred in several MS: this appeaisvolve imports of seeds by farmers for
own use, and subsequently used for seed regemerktappears that the authorities are unable
to act because these types of import flows as swehot falling under the seed marketing
Directives. Thus, this is not considered illegaldie or fraud as such, but seems to be due to a
lack of specific coverage in the Directives. Thdustry does not have now a figure of the size
of this trade, but this is likely to be very modeasbnetheless, in a sector worth overall some
800,000 million Euros, it is feared that some imdiinal vegetable sectors may be
disproportionately affected. In the longer termcdtuld also give rise to concerns on plant
health and unauthorised GMO introduction;

* Imports of grass seeds. This problem appears whievmports of grass seeds under different
customs codes (low quality seed imported as bied)teThe problem is compounded by the fact
that, again, this trade flow involves small volunfgss is a very light seed), and there is no
OECD certification on this. Although it is hard document as suh if proven this would in
effect constitute clear-cut fraud that is mainlg@sated with customs import procedures and
checks. It may therefore be difficult to improveaif all with the seed marketing Directives, as
this does not appear to be due to a weakness igutient legislation. Promoting the self-
control and responsibility of companies in the geseems to be the first priority here.

It is the opinion of the industry thany import of seed in the Community with a viewlistribution or use
shall be deemed to constitute marketing’

» The wording provided in the definition ‘whethermut for consideration’ is confusing and may not
be easily understood. It seems this is the redutaaslation from the original French/German text
into English. It effectively means ‘whether in netwf payment or free of charge’, which is the
wording followed in other EU legislation. There seeto be a case therefore to rephrase this to
what it actually means. To provide for all situasowhere a transaction may have occurred
resulting in the physical exchange of the seedsMitibut involving payment, and to keep the spirit
of legislation as open as possible, this could daphrased to ‘whether or not the transaction is
finalised'. Initial discussions with the Commissiand the industry have shown the latter phrase to
be the most pragmatic and acceptable option.

7.3.5.3. Conclusions

There appears to be significant scope for a otatifon and improvement of the definitions on sest$ on
marketingthat are followed in the Directives. These wouldluide notably adding a generic definition for
seed, including imports in the scope of marketarmy updating the Directives for technical progrésshis
context it is important to note that:

9|t appears that uncertified grass seed importextire EU eventually moves inside the European etaak certified
seed. However, it is not possible to confirm thiede flow on the basis of official statistics. Unfianed reports
indicate that such illegal imports are possiblease the official quantities used for statistios aot the quantities
actually being imported (containers can hold uR®% more than the official weight, and this susptan then be
repacked for sale); other unconfirmed reports iagichat EU seed companies multiply uncertifiedetess in some of
the New Member States which in turn is mixed wightified seed in bags to be marketed in the EU. BSbers
have written to the Italian and Spanish competettiaities on this in 2006, but no follow up actiappears to have
been taken.
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+ ltis essential for any revisions in the legislatto take place for the entire package of the saadPM
Community legislationGiven the interconnections in the Community liedisn and the fact that many
plants have multiple uses (for example, a plant loanconsidered for fruit bearing, ornamental or
forestry purposes), only this parallel approach easure the integrity and consistency of the entire
Community legislation in this sector;

» The legislation should also be reviewed in the exnbf overall EU policy objectives of relevance to
the sector of seed and PMotably the Common Agricultural Policy (CAP), attie environment,
especially as these unfold into the future. Fomgxa, it is not clear at the moment which Direcsive
would apply to crops used for biomass, althougé skector is forecast to experience substantial tirow
in the near future. There is also a need for bewerdination of the policy management between DG
AGRI and DG SANCO. For example, current Pillar tur@l development) measures refer to the
requirement to use certified seed or to VCU rego@ets at seed level, while it is not clear whether
these are not fully consistent and whether theréuglication with the current seed Community
legislation.

7.3.6. Quality of the information to the users

Users agree that the most useful information on I8&PR the performance of the variety (Value for
Cultivation and Use), quality and traceability o&FM (varietal purity, identity, plant health stajus
germination capacity, etc.).

As regards the certified lotsf S&PM, current information to the user consiatghe official labels, or plant
passport. For standa@&PM, such information is provided on the suppdi¢éabel.

As regards the official label, the information reqd depends on the species, as follows.

The seed marketing Directivekefine the conditions for the labelling of predbaseed as well as the ones
for the labelling of seed intended for certificatiibasic seed and certified seed). Packages o$ setedided
for certification must also be accompanied withoaudnent.

For instance, the required information for certifieeed contains the EC rules and standards; theraut
responsible for field inspection and Member Statéheir initials; the reference number of lot; timenth
and year of sealing; the species; the variety;ctitegory; the country of production; the declaret or
gross weight; the nature of the additive and the@pmate ratio between the weight of pure seedistha
total weight where weight is indicated and graradapesticides, pelleting substances or other solid
additives are used; the name of the variety to lwiie seed belongs in the case of varieties whieh a
hybrids or inbred lines; where at least germinatias been retested, the words ‘retested ... (mordh an
year)’ and the service responsible for such retgstiabel for seed potatoes must specify the size.

Label for certified vine PMnust contain data on EC Standard; country of prtidi; authority responsible
for certification or checking and Member Stateleit initials; name and address of the person resple
for sealing or his identification number; speciyge of material; variety and, where appropridte, ¢lone.
For the rooted grafts this indication applies foe tootstock and the top-graft; reference numbdyadéh;
quantity; length (only for the graftable rootstoohttings); crop year. Derogation exists as regardall
guantities to final consumer.

Each lot of forestry reproductive materitall be identified by the master certificate caahel number;
botanical name; category; purpose; type of basiteriad register reference or identity code forioegof
provenance; region of provenance — for reproducihaerial of the ‘source-identified’ and ‘selected’
categories or other reproductive material if appedp; if appropriate, whether the origin of thetemal is
autochthonous or indigenous, non-autochthonousodndigenous, or unknown; in the case of seed units
the year of ripening; age and type of planting Istoicseedlings or cuttings, whether undercuts,spéants

or containerised; whether it is genetically modifie

Forestry reproductive material are accompanied Hgbal or other document from the supplier (‘the
supplier's label or document’) giving, in additidga the information indicated above, the following
information: master certificate number(s) or refee to the other document available; name of seppli
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guantity supplied; in the case of reproductive mateof the ‘tested’ category whose basic mateisal
approved under Article 4(5) of Directive 199/105(ERhe words ‘provisionally approved’; whether the
material has been vegetatively propagated.

In the case of forestry seeds, the supplier's lab&locument shall also include the following aiddial
information: purity; the germination percentagetb& pure seed, or, where germination percentage is
impossible or impractical to assess, the viabpigycentage assessed by reference to a specifibdadnehe
weight of 1000 pure seeds; the number of germinsdéels per kilogram of product marketed as seed, or
where the number of germinable seeds is impossitil@practical to assess, the number of viable sped
kilogram.

Derogations exist in case of small quantities efdse

Results from the survey and the interviews have indated that 75% of respondents (Q 1.2.1., n=218)
consider that the information to users is a very irportant or important aim to pursue when revising
the Community legislation.

In particular, stakeholders from the forestry sects have complained about the lack of harmonisation
between the supplier's documents and stressed theed to further clarify them.

7.4. OTHER ISSUES

7.4.1. Impact of the S&PM Community legislation orthe marketing of
conservation varieties

Previously, there has been no Community legislatioplace for the marketing of seed of conservation
varieties. A new Council Directive (2008/62/EC) hasently been approved enabling this, which mest b
implemented by all Member States by June 2009. WahCommunity legislation to evaluate, this case
study concentrated on the reasons behind the miyaffi the new Directive and the potential impacitof
The new Directive is to

“provide for certain derogations for the acceptanoé agricultural landraces and varieties which are
naturally adapted to the local and regional condlitt and threatened by genetic erosion and for the
marketing of seed and seed potatoes of those laadrand varieties”.

7.4.1.1. History behind the new Directive

Following interviews within the Commission it appgahat the UK had been very interested in lookihg
Better Regulation in relation to the Seed Marke@icgectives in general. At the same time there baen
difficult discussions going on within the Commigsiabout the marketing of seed of conservation tiase

It was considered that there were two differentesypf varieties for different markets. Firstly, thew
commercial varieties that comply with DUS and VClddglines laid down by UPOV and secondly, the old
traditional varieties that do not comply with DUSdaVCU but still have a very valuable role to piay
local food production, local markets and in runa@as and communities.

It was felt that a positive step should taken talde the marketing of seed of conservation vasdtetake
place, but without creating a second class matkahk marketing of seed generally.

It was intended that the new Directive would ontply to a small number of varieties with a smallrked
value that might be affected by genetic erosiore fiéw Directive was meant to apply to varietiesagrén
specific regions and would not apply to the maimuoeercial varieties which were clearly not affectsd
genetic erosion.

Any system that would be set up had to have thédmmce of everyone and the new Directive was ddaft
to provide the basis for a system to give peoé ¢bnfidence.
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7.4.1.2. General background

Currently, for a variety to be certified and maddtin the EU it must pass the current DUS and VCU
testing system used to assess new varieties bremhimercial breeding programmes for the main market
If a variety passes these tests it can be listetherCommon Catalogue and certified seed for thaety
can be produced and marketed. This system is t@sede UPOV guidelines and has evolved with the
development of new commercial varieties with img@wnorphological and agronomic characteristics. The
new commercial varieties are bred for very specifarkets and have very specific characteristics.

There are a large number of older traditional war$eor conservation varieties, landraces and otheeties
that do not pass this rigorous and very specifgting system. As a result these conservation vesiet
cannot be legally marketed and as a result coulehpially become susceptible to genetic erosion.

Often these conservation varieties and landracesdapted to local climatic and regional conditians
their loss could result in the loss of local foawguction and local markets which help to maintdie
social structure of small communities in the regidmcal food production also reduces transportscasd
makes food more affordable for the local peopleldb creates a local economy and encouragesnouris
the region, as tourists are interested in the ticawdil ways.

It is also known that there are very successfulesys already up and running in Switzerland and rayst
where they test local varieties in local climatncagricultural conditions.

7.4.1.3. Specific examples of traditional varietieand conservation varieties

Blue potato

In the Dolomites the local people grow a blue potadriety that is retained as a traditional crope Variety
suits the environment, soil type and climate arelltital people find that they can store seed pesatd
this variety very well there. However, they needhscstructure of legislation to be able to marketsked
to other farmers to use and those farmers thatl®igeed potatoes need some protection.

The local traders know each other, so they know prioduces good quality seed of the blue potatoe#f bu
a farmer bought seed of a variety from anotheroregif the country, they would not know what theyrave
buying. Even with conservation varieties the farmeeds proof that a variety he has requested i$ keha
actually receives. This is why there is a needstone type of structure and legislative control.

Yellow tomato

In a particular region of Italy, there are some wltieties of tomatoes grown. These tomatoes are a
population of tomatoes that are grown and markggedlly as a “brand” of tomato called ROMA. When
sampled, 70% of the tomatoes do not show up as s#mee variety” Roma suggesting that they are a
changing population. The tomato Roma is identifigdan “old description” and not by a DUS test.dnhc
therefore be accepted as a conservation varietgruhe description method of identification. Wheitds
there is no guarantee of quality, variety spedificir germination but they are highly sought aftethe
region.

Both the blue potatoes and the yellow tomato amoimant examples of local production, for local keds
of conservation varieties with true genetic divigrdHowever, neither would fit into the modern coemgial
production system and would not pass the DUS and ${stems.

Varieties for thatching straw

There are two long straw winter wheat varieties thatchers have been using in the UK for the 2&st
years. These are Maris Widgeon and Maris Huntsriaappears that it is no longer viable for these
varieties to be maintained economically and theydfore may be taken off the National List. As sute
thatchers will no longer be able to produce thaigtstraw from these old varieties and the commircia
breeding companies have no interest in investing breeding programme for a small market of about
14,000 tonnes per year. Loss of local varietieddctaad to imported varieties being used, which mat

be as suitable.
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In addition, thatchers also use a large numberookervation/old winter wheat varieties some of Wwhic
were bred in the 1800’s. They are ideal for thatghbut the problem again is that they cannot preduc
enough seed and therefore enough of the thatctriany $or their industry to use. The reason for thithat

the varieties do not pass the criteria for DUS "W@i as they currently stand. DUS testing is speaily

for food production, not straw production. Unceéetif seed of these varieties cannot be moved betiheen
farmers to increase the amount of land on whichld seduction can occur. The thatches are trying to
develop their own system of variety assessmenthi@iching varieties. This includes things such tesis
length, thickness, lodging etc. Seed stocks ofetlodder varieties are tested regularly for purnitying gel
electrophoresis.

UK amateur vegetable market

At the moment there are a large number of hobbyetadde breeders and producers in the UK. These
breeders grow their vegetables on allotments smiall back gardens and sell them at markets. Iitiadd
there is a large trade in small packets of differarieties of vegetable seed at markets and eaeteg
centres. It is thought that there may be as maryb@6 varieties of vegetable seed that are saldisnway

and this system has worked well for over 25 yeHngse varieties do not pass the DUS system.

Shetland cabbage/kale

In the Scottish Highlands and Islands, the crofterd local people use old varieties and landratéscal
food production and other such industries. One @kams the Shetland Cabbage which has been grown in
the Shetland Islands at least since the 17th Centuwvas first used as a vegetable and then aisodttle

and sheep feed. The cabbage seed is not sold comtiyeand the survival of this old landrace now
depends on the local crofters’ farm saving seedeaistianging it annually.

7.4.1.4. Legal basis for new Directive

There is already a provision within each Seed MargeDirective for the different crop species which
allows “something” to be set up to enable seeche$é¢ types of varieties to be marketed and fortgene
resources to be conserved within Member States. rElevant Articles included within each Seed
Marketing Directive are listed at the beginning tbe New Directive for the marketing of seed for
conservation varieties. For example, in the Com@atalogue of varieties of agricultural plant speatas
Article 4(6), Article 20(2) and Article 21 of Couih®irective 2002/53/EC of 13th June 2002 (seermty

Article 4(6)

6. In the interest of conserving plant genetic veses as specified in Article 20(2) Member Statesy m
depart from the acceptance criteria set out iffiteesentence of paragraph 1 in so far as speotficitions
are established in accordance with the proceddiegred to in Article 23 (2) considering the requients
of Article 20(3)(a) and (b).

Article 20

1. Specific conditions may be established in acocd with the procedure referred to in Article 23¢2
take account of developments in relation to theditams under which chemically treated seed may be
marketed.

2. Without prejudice to Council Regulation (EC) Nd67/94 of 20 June 1994 on the conservation,
characterisation, collection and utilisation of ggo resources in agriculture (13), specific caodis shall

be established in accordance with the proceduesresf to in Article 23(2) to take account of deypefents

in relation to the conservation in situ and theaunable use of plant genetic resources througiggpand
marketing of seed of landraces and varieties waietaturally adapted to the local and regionatlitimms
and threatened by genetic erosion.

3. The specific conditions referred to in paragra@bove shall include in particular the followipgints:

(a) landraces and varieties shall be accepted d¢ordance with the provisions of this Directive. The
procedure for official acceptance shall take irtocaint specific quality characteristics and requiats. In
particular the results of unofficial tests and kiexlge gained from practical experience during cation,
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reproduction and use and the detailed descriptainthe varieties and their relevant denominaticass,
notified to the Member State concerned, shall ertainto account and, if sufficient, shall resuit i
exemption from the requirement of official examioat Upon acceptance of such a landrace or varitety,
shall be indicated as a "conservation variety'hen@ommon Catalogue;

(b) appropriate quantitative restrictions.

Article 21

Specific conditions may be established in accoreawith the procedure referred to in Article 23@)ake
account of developments in the area of the conBervaf genetic resources.

7.4.1.5. General views on the new Directive

Generally, the people and organisations intervietedidthat the new Directive could be more resivist
than helpful and that it would not achieve whas imeant to. It was also felt that there would & a large
number of varieties left “outside the system”.

It was considered that it would be very difficudtdefine a “region” when implementing the Directi#ach
definition of “region” could be very different witlheach Member State with very different consegasnc

Commercial variety perspective on the Directive

It is considered that the Directive has been ddafibe political reasons. There is concern thatDirective
could undermine the main commercial system of thioing new varieties onto the market, leading to a
cheap, quick way for varieties to be listed for keding. Also, (under Article 6) the period of twear gap
between a variety being listed on the Common Cgtedpthen being removed from the CC and becoming a
conservation variety is too short. A gap of 10 gesas considered to be more suitable.

With respect to Article 14 of the new Directivewiis considered that the quantitative restrictimfns00 ha
are too high. Potentially these conservation viasatould take up a large part of the market fonesarops
species.

With respect to Article 15 there was concern thatreporting of seed quantities to the Commissionlav
be both time consuming and expensive. In addittomas questioned what use the data would have.

Organic, low-input and commercial variety perspeeti

There was concern that the actual implementatiomdvioe too restrictive because the final implemeona
would be greatly influenced by the main commerbigleders and would not be implemented as it ig trul
meant to be.

With respect to Article 14 of the new Directive,was considered that the quantitative restrictiares
limiting because some organic farmers may wanixpaed their businesses to grow 300ha or more of one
particular conservation variety. Farmers themsearesinvolved in participatory breeding programrnes
farmers and researchers but not commercial breettefsrance alone there are farmers and researchers
working on developing their varieties for more tiHth crop species. These farmers want to do their ow
crosses using “old” and new varieties for the oigamarket, but they do not see how they will besabldo

this under the new Directive. Farmers are concewmlaether they are able to continue to use thesg “ol
varieties” and use these positive traits in devielpmew varieties for organic agriculture and lawput
production, under the new Directive?

The older varieties are very important for low ih@gricultural systems and appear to have thetwldi
adapt to varied climatic and soil conditions. Wiasré¢he new commercial “mono varieties” are bred for
“high input” systems and potentially cannot cop#éwextremes. Farmers need to be able to choossetieari

to suit their soil type, structure, and climate dadning methods. In low input agriculture the diffig
genotypes are needed to adapt towards the differemtonments.

The interpretation of “regional” varieties will beery difficult. There are some organic varietiesr f
example wheat that can move between Member Statdbe “region” can cover different countries.
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At the moment the commercial breeding systems glyomfluence the interpretation of both DUS and
VCU characteristics and the testing systems. Whthirenmental issues becoming more important theee i
stronger case now for a wider interpretation ohtlUS and VCU for varieties that are going to bedufor
organic and low input agriculture. The for thisgea being that these systems have appear to hétee be
soil structure; the varieties have better rooteyst and need less of a blanket requirement fotiaddl
nitrogen, in fact the whole treatment of the véae®in these trials would be different to the cotrgystem.

A positive example of this can be found in Austraich has a separate VCU system for organic vasdt
adapt to new requirements in value for cultivatiom use.

Finally, there is specific wheat breeding progranimprogress in the UK for plant populations, ratti@n
specific varieties, for use in organic agricultuiteis thought that these populations provide ddbefield
and stability in organic farming compared to theeplines. The populations are evolving all the tiamal
adapt to different climatic and soil type condisorClearly these populations will not be able tsspthe
DUC and VCU testing systems that are currenthi@e and therefore would not be able to be marketed

7.4.1.6. Implementation

The idea of the Directive is that each Member Statdd implement its own schemes for their congérma
varieties. Groups wishing to produce and marketl sefethe old conservation varieties could submit a
proposal to their own Government Department outtjrtheir own requirements.

7.4.1.7. Conclusions

All the organisations that the FCEC spoke with trer own individual concerns about the introductad

this new Directive The main one being: Will it actually achieve wiitails meant to or will it actually be
restrictive? This of course will depend on the impoce that each Member State places on the
implementation and how it is actually done.

FCEC view is that there appears to be an increanimge towards developing varieties and use of tiase
that are not in the mainstream commercial agricaltindustry. FCEC believes that the two different
systems of the large commercial breeding compaaigk the smaller market or regional breeders and
producers could run side by side because thewageting completely different markets.

FCEC concern is that the new Directive may weltdsdrictive if implemented in the wrong way and RCE
is not certain that Member States will understaod/ ho implement it with the flexibility, freedom dn
adaptability that the Commission intended.

The only way to check this would be for any newesnobs / improvements in the marketing of thesesstype
of varieties set up as a result of the implemeorabf the new Directive to be submitted to the Cassion.
This would show that the new Directive was actualihieving what it was set out to do.
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8. SCENARIOS FOR THE FUTURE

In view of the stakeholders’ opinions on the pastéent performance of the Community S&PM legislatio
and on possible alternatives for the future, tfapproaches to the further development of the Contsnun
legislation were identified as follows:

e ‘Status quo’ scenario;

* ‘Suppress’ scenario;

* ‘Modify’ scenario.

The characteristics of the three scenarios coreidas well as a preliminary assessment of theinaut,
social and environmental impacts are presentediwbelo

8.1. ‘'STATUS QUO’ SCENARIO

In the ‘Status quo’ scenario, the structure andiprons of the Community legislation will be maimead as
they currently stand. The ‘status quo’ scenaricui@ss the continuation without change of the current
arrangements. The difficulties discussed througkiusgtreport persist.

The arguments in favour of this scenario are devist
* The internal market for S&PM exists and is gengrpérceived as functioning quite well;
* The Community legislation is adapted to the ned¢dlseomajority of the users;

» Costs reduction has already been an objectiveeoS58PM sectors over the years. Indeed, because of
the reduced profitability of those sectors, natianahorities and private bodies have worked togreth
to better adapt the national regulations to theketademands, in particular as what concerns the
marketing of conventional seeds;

* The costs linked to the implementation of the Comityulegislation are generally considered as
reasonable and proportionate, in particular asrdsghe certification costs.

Despite the fact that the S&PM Community legislatitas achieved good performances, the FCEC team
consider that the ‘Status quo’ scenario is not sahle because it is not in line with the Better iatipn
initiative and because majority of stakeholders have expidhe@ wish to maintain the S&PM legislation

at Community level but to adapt &s illustrated by a series of initiatives alregaken to that end at EU or
MS level (the Commission Working Group on the possible msitin of the role of the CPVO, the DEFRA
consultation (UK) on possibilities for Better Reatibn, the promotion of the certification ‘undeffioil
supervision’ in several MS, the integration of rilaealth and seed inspection services in someei¢y,

8.2. 'SUPPRESS’ SCENARIO

In the ‘Suppress’ scenario, the current Communitwigion for the registration and marketing of S&PM
are suppressed. It is then up to the MS to detittey maintain the implementing regulations depelb at
national level for national listing and certifiaati or if they are left to self-requlation by the nkgts MS
will decide for each sector/crop by taking into sioleration the competitiveness of the concerned 8&P
sector on the EU market, the number of employeethénrelated official registration and certificatio
authorities; the contribution of the legislationthis sector to the national economic, environmieata
social policy.

The arguments in favour of this scenario are devial:

* The main need felt at the time when the Commuretyislation was created was to improve the
production volumes to secure food security. This wgpected to be achieved by improving the crops
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productivity through ensuring the marketing of S&Rdfis of high quality. Now that food security in
EU is achieved ‘a priori’, the rationale for keegpithe Community legislation becomes questionable;

* Under self-regulation, industry would compete imte of product quality, price and consumer choice;
Any increase in competition and choice is expetwduknefit consumers;

» Seed is the most ‘officially’ controlled agriculalrinput versus PPPs, fertilisers, machinery wierea
is certainly the sector where there is the leaktfor users and consumers;

* New priorities (other than the productivity) andwnerops (other than conventional crops) have
emerged. The Community provisions (some of therimgdtack to the 60’s) do not fit their needs;

* Free marketing of some S&PM (e.g. vegetables) eaed with not any Community provision for
VCU or certification, and these sectors are comsilas competitive as the fully regulated sectors;

* As the catalogue, via VCU results, is being used asarketing tool by all companies and especially
SMEs, one might ask if it is the role of the puldigthorities to support the marketing strategyumhs
private operators;

« Some & countries, e.g. USA, have developed a competii@M sector with not any provision
comparable to the ones developed at EU level. Istnmowever be stressed that in the USA, the
legislation governing the relations between buyed seller is quite different from the EU legistati

* In VCU, theG x E x Lsituation demonstrates that the current EU promsiare not a policy lever any
longer;

* The certification requirements are, often, higherniational certification schemes than in the EU
provisions, which demonstrate that the current Ebigions are not, any longer, a policy lever.

Survey results have clearly indicated that thedargjority of stakeholders do not support the ‘Sapg
scenario

Furthermore, a high degree of uncertainty is rdlétethe implementation of such scenario, in teohis
feasibility and sustainability because 1) it is possible to know at this stage how the differer8@ Mill
react; 2) it would get extremely complicated to lement a harmonised system of Common Organisafion o
the Markets for agricultural products in a situatishere the source material (S&PM) were harmonaied
national level only.

Finally, suppressing the Community legislatisauld lead to the loss of a possible policy levarthe EU
that could be used to enforce other regulation &MOS).

8.3. ‘'MODIFY’ SCENARIO

The main arguments in favour of the ‘Modify scenaaire as follows:
* The S&PM sectors have become more complex andistpg@l users have become more responsible;
* New priorities (i.e. organic farming) and new crdpse emerged,;

* The examination of the structure and provisionthefDirectives has highlighted their complexity and
pointed to some inconsistencies, incoherencesps; ga

* The large majority of stakeholders consider thétiad authorities (at EU or national level) stilhve an
important role to play in guaranteeing the equakas to all EU players on the S&PM Internal Market,
the productivity of the agriculture in the EU ame tquality of S&PM produced and marketed in the EU
in the future;

* Modernisation of the S&PM regulatory framework®rgoing in several places in the world. A ‘Status
guo’ may result in a loss of competitiveness;

* MS are highly creative in the modernisation of tHe&PM regulatory schemes. A ‘status quo’ may
result in a marginalisation of the Community legigin; as already highlighted for potatoes.
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The results from the stakeholders’ consultationpsuipthe ‘Modify scenario In terms of strategic focus,
the evaluation has highlighted the need to moverdiadl a policy which is more focused on crop sectors
specificities and by taking into account the depeient of complementary food markets. This can be
achieved via a simplification of the current Commyregislation with the additional objectives of
introducing flexibility within the regulatory frammeork in order to address the specific needs oftfferent
sectors in a fast changing environment and to adpss to the size of the targeted markets.

The evaluation team has identified a range of niatibns for the future, which were discussed wtiith
stakeholders and authorities during the intervieWsshould be noted that these modifications are
complemented by a series of specific recommendatiuat are presented in Annex V.

The proposed modifications aim to support the fellg main objectives for a revision of the Communit
legislation:

» Simplify the current Community legislatidy 1) removing the inconsistencies; discrepanaiesgaps;
2) replacing the current structure of the Commulgtislation with a structure distinguishing betwee
the pillars ‘Identity’, ‘Registration’ and ‘Markeatp’ and splitting the technical aspects from thgale
provisions;

» Introduce more flexibility within the regulatoryaimeworkto 1) address the specific needs of the
different sectors in a fast changing environmewt tar2) adjust costs to the size of the targetedketa

» Reduce the differences between MS as regards thlernmentationof the Community legislation and
contribute thereby to the creation of a level-ptayiield;

» Promote costs reduction approaches and introdagiility in the operating systeerg. to promote the
implementation of certification under official supision and the integration of plant health and
certification inspection schemes;

e Secure long-term consistency with the other EUgedi and especially on GMOs, Plant Protection
Products, Plant Health, Human Health/Food Safety;

* Finalise the current discussion on the extensioth®frole of the CPVO and further identify additbn
synergies with the CPVO expertigading to significant benefits to the S&PM sestor

» Reinforce provisions dedicated to inform usergarticular in the forestry area.
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9. PRELIMINARY IMPACTS OF THE SCENARIOS FOR THE FUT URE

Because of data limitations on the expected impd#utsfollowing impact assessment of the ‘Supprasst
‘Modify’ scenarios is a preliminary assessmentdhsists in a general qualitative assessment réthara
quantitative cost-benefit analysis and needs téuliber discussed and examined in consultation wieh

stakeholders.

9.1. PRELIMINARY IMPACTS OF THE ‘STATUS QUO’ SCENARIO

The strong and weak points identified for the cor@ommunity legislation remain.

9.1.1. Economic impact

Trade, competitiveness

There is a general perception that the current Qamityh provisions offer an equal access to all
suppliers (large companies and SMEs). Maintaininghdegal platform contributes to keeping a large
number of market players in the EU, producing S&Bihigh quality and well-positioned on world
markets

Community rules are considered as disproportiot@the market size of some minor crops or niche
varietiesand are barriers to the timely and cost-effeati@eelopment and trade of such varieties;

The absence of some definitiofesg. variety) or the confusion linked with somg@ressionge.g. ‘not
for forestry purpose’) can be a source of conflartérauds;

The lack of threshold for the adventitious preseaceGMOsin non-GM seed put EU farmers at a
disadvantage in the world markets;

The non-modernisation of the S&PM leqislative framek may influence negatively the

competitivenes®f the EU in term of trading, but also in term efed production. Suppliers may be
further interested in to move their production glan 3° countries (already largely the case for
vegetables seed and more and more the case fog gpaps such as maize);

In particular, the insufficient control of the frdwient imports of FRMVhas negatively impacted on the
EU forestry sector in the past. There is the et such negative effect increases with the ‘stqts
scenario.

Competition in the internal market

The Directives on the Common Catalogue is constase having positively contributed to the free
marketing of S&PM in the EU. The observed increiasgade of seed of agricultural crofwithin the
EU but also with the external world) is expectedaatinue if the Directives are maintained

The lack of harmonisation and the national add#tiorquirements have contributed to the absenee of
level-playing field.

Specific regions or sectors

It is difficult and expensive for suppliers of weties for low-input agriculture, peasant varietssl
other niche marketw® fulfil the existing conditions and criteria defd for registration and certification
purposes. The ‘status quo’ scenario will not favthe establishment of alternative systems for the
listing and marketing of such varieties;

The absence of bilateral or multilateral agreemémtshe conducting of DUS tesfand into a lesser
extent the one of VCU tests) will oblige the new MSsupport all the costs for the implementation of
the Community legislation in their country;
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* The existence of a testing system common to aldicate varieties provides crucial marketing
information to all breeders, including SMigch have the possibility to compare at an eaidge their
candidate varieties to those developed by largepanmies with important marketing resources.

Consumers

* Consumers of S&PM produced according the rulesnddfifor the conventional agriculture have
currently access to_a large choice of productofigquality

» Contrarily, the Community provisions have not enaped the development of non-conventional
commercial varietie§i.e. peasant varieties) and the germplasm has fix@eatised(more recently tools
have been developed to counter such privatisasdhebreeder exemption and the gene banks). Those
elements have limited the choice for consumersested in those varieties;

* The implementation of the Community provisions esgnts a minor part of the total costs of
production of S&PM. The ‘status quo’ scenario veiinsequently not impact on the costs of products
sold to consumers;

* The official label required for the marketing ofritieed S&PM is considered as adequately informing
the consumers. Problems still exist for the ornaald®M and the FRM, for which additional legislatio
at Community level is required and will not be pd®sd in the ‘status quo’ scenario.

Costs and administrative burden

* In some cases, the Community legislation imposdis@roportionate regulatory burden on developers
of new crop varieties

» The different implementation of the Community ldai®n in the 27 MSe.g. the GXEXL situation for
VCU) creates additional costs and administrativeden for the marketing of varieties at European
level. Such weak point will intensify with the pdde adhesion of new MS or the adoption of the co-
decision procedure for the S&PM area;

* The mixing of technical and legislative compondantthe Community legislation makes it difficult (so
costly and time-consuming) to adapt to changekémtarket environment.

Innovation and research

« The Common Catalogue Directive provides valuabldications to the SME®n the expected
characteristics of any new variety;

 The Community legislation creates impediments twimtion and to the timely availability of niche
varieties

» With the ‘status quo’ scenario, the Community l&gisn will not fully benefit from recent advanoe i
plant breeding technologies.

9.1.2. Social impact

No important changes are expected

As explained for the economic impact, the currenm@wunity legislation provides equal access to all
market players in conventional agriculture. Coiilyait imposes disproportionate costs for breedefrs
niche varieties of varieties of minor economic impaoce.

9.1.3. Environmental impact

* The eradication costs of pests or new pégtsarantine or quality ones) can further increasea
consequence of the inconsistency between the Cortyniegislation and the plant health legislation;

* The ‘status quo’ scenario maintains the problerthefsuitability of the Community legislation foreth
marketing of niche varieties contributing to anréesed intra-specific biodiversity;
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* No link exists between the Community legislatiord @he legislation on contaminants in food (in
particular mycotoxins) what does not allow to dttéee problem of production of mycotoximas the
source.

9.2. PRELIMINARY IMPACTS OF THE ‘SUPPRESS’ SCENARIO

9.2.1. Economic impact
Trade, competitiveness

» Different approaches in the MS could lead to thaqgiple of the_internal market being compromised
and threatened by a hidden national protectionism

* Inthe case of self-regulation by the market, laxgepanies with a European or international dim@msi
will sufficiently know about the EU and world matkdemand to orient their breeding efforts and keep
competitive. Contrarily, SMESs active in one or &fEU MS could loose the points of refererfce. the
standards defined at EU and national levels) pusijoat the basis of their strategy of innovation

* Under self-regulation, industry would compete imte of product quality, price and consumer choice;
Any increase in competition and choice would bearefhsumers;

* Mechanisms would need to be ensuif@tl national or EC level) to satisfy requiremefts the
international tradef S&PM which requires that varieties be registeve an official list;

* Mechanisms would need to be ensui@d national or EC level) to satisfy requiremefis the
international trade of seed potatoes and beetfeeathich respectively UN-ECE and OECD minimum
standards exist.

Competition in the internal market

» Competition may be driven by price rather than iggatesulting in_lowering of guality in certain
sectors;

» Competition is based on market conditions and lvéttome stronger;

» Loss of tools for enforcements of PBRs for breederdDUS and certification;

« Technical rules will create obstackesthe circulation of the S&PM.

Specific regions or sectors

* The impact on the regions and sectors will depamdha@wv the MS and the industry will react as a
follow-up to the removal of the Community provisj@s follows:

- If the majority of the MS decide to keep their paal legislationstronger competition will force
them to make the testing of varieties more efficintaking into consideration the importance of
the species for their national economy as welhaseitent to which agreement can be reached with
other MS in order to reduce the number of testtagans;

- If the majority of the MS remove their national idgtion, breeders and their associations will be
forced to invest to test or to promote their vaemtin sectors where some large companies have an
important market share, SMEs will probably not segvin sectors characterised by a large number
of SMEs, competition will increase and reduce thadifability of the breeders;

* The market is expected to evolve to a higher canagon of firms as well as further specialisatimin
the production and of marketing channels
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Consumers

For some crops, the removal of minimum quality regquent will lead to the marketing of products of
different quality and priggorobably inducing an other professional orgaiisan charge of controls;

The removal of the Community legislation has theepbal, at least in the first years, to reduce
consumer acceptance and confideimcEU seed;

This scenario eliminates EU ability to ensure thtedrity and safety of seed produced and marketed
the EU;

It becomes possible to market a same variety usel@ral names, what increases confusion and reduce
market transparency;

Emergence of new costs for farmers to prevent ibies rof unfair selling because of the need to
organise legal protection or to buy ‘safer’ S&PNhaher price;

Loss of traceability

Higher transparency in supplier-buyer relationsmg responsibilities

Costs and administrative burden

In the case of self-regulation by the market, noranoommon rules will apply to identify and
characterise a variety. This could lead breedensrdtect their varieties more frequently what means
additional costs

In case some MS have maintained their nationaklagdn, the removal of the Common Catalogue
Directive obliges the breeders to pay for natidisting in those MS

In S&PM sectors characterised with a large segntientaf actors, the absence of a minimum level of
harmonisation could increase the costs supporteslippliers to find or adapt certain standards based
on a voluntary approach

Administrative costs and burden could decreasehénabsence of Community rules to be applied
However, new costs and administrative burden caggdear 1) for the MS because of the need to
conclude agreements with other M&facilitate trade as well as 2) for the usersase of the need to
protect against unfair selling

Innovation and research

In the case of self-regulation by the market, SMEve in one or a few EU MS could loose the points
of referencdi.e. the standards defined at EU and national&\previously at the basis of their strategy
of innovation;

MS and/or breeders could take the opportunity pathe standards and the testing of varietie®to n
breeding technologies

9.2.2. Social impact

Risks that the small/medium size suppliers do optige or need to re-orientate their actiyity

Incentive for & countries playerthat are familiar with lighter regulatory framewsrto enter the EU
market;

The decision of any MS to remove its national lkegisn will lead to_job losses in the official
authorities as well as in the accreditated orgainissworking for them.
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9.2.3. Environmental impact

* MS and/or breeders will have the opportunity toptdiae costs for the testing and or marketing ohei
and peasant varieties to the size of such markkpassibly contribute to increase the genetic diver
of the commercialized varieties

* There is the risk that some suppliers will consitlee plant health aspects as economically not
important, what could negatively impact on the emwinent because of spreading of pests or
appearance of new pests and/or increased S&PMniea#s by the farmers;

* The possibility of un-harmonised national ruleshamalth status is also expected to increase theofisk
spreading of pests or appearance of new pestsafufirse and quality).

9.3. PRELIMINARY IMPACTS OF THE ‘MODIFY’ SCENARIO

Section 8.3. above identifies several objectivesfrevision of the Community legislation.

For each of them, the following table establishémlawith the implementing options as identifiad the
analysis of the past/current performance of the @amty legislation (section 7) and assesses tlasiness
and timescale for implementation as well as thestiminary economic, social and environmental intpac
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Table 26 — Preliminary assessment of the options dar the ‘Modify’ scenario

Objective

Implementing options

Easiness and
timescale for
implementation

Preliminary economic impact

Preliminary social impact

Preliminary
environmental impact

Simplify the
current
Community
legislation

Clean the Directives; i.e. remove

Easy,

the inconsistencies, discrepancieSghort term

and gaps.
To be applied in priority to the
old Directives.

Simpler implementation becauseNo

of better understanding.

Limited requirements to furthe
modification and harmonisatio
of the national
framework.

Clarity in the
legislation leading to correqg
implementation at MS leve
better adequacy to internation
standards and possibly improv
free marketing.

Limited contribution to reduce
costs and administrative burden,

Community

legislative

S5 =

—

al
pd

No

Replace the current structure
with a structure distinguishing
between the pillars ‘ldentity’,
‘Registration’, and ‘Marketing’
and transferring technical rules
to technical annexes of
implementing measures

Partly easy,
medium term

In the short term, negative impa
on the free marketing as nation
authorities and market playe
need to adapt.

In the long term, positive impa
due to simplification, increase
harmonisation, reduced costs g
administrative burden and mo
rapid adaptation to the changil
market environment (leading {
increased competitiveness).

In line with the Better
Governancepproach.

cRequirement to alig
ahational

ranodel.

ctthat will have to modify|
dtheir legislative framework
ntbr a second time in a sho
regperiod of time.
9
0

structures to new

Negative impact on NM$

No

rt
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Separate the legal from the| Partly easy, Better decision-making, based omilleviate  the  strategi¢c More adapted platform
technical discussions short term better knowledge and targetedliscussions of the technicalfor discussion on the
discussions, leading to fastpiconsiderations and environmental
decision. conversely. challenges.
Consequently, increased
motivation of the actors and
more place for strategic
proactive discussions on
new challenges and
changing marke
environment.
Introduce more Make the official rules for Difficult, long Reduced costs and regulatgryncreased number  andGreater diversity in the
flexibility within uniformity of a variety more term burden for crops with reviseddiversity = of  registered types of varieties
the regulatory flexible rules. varieties better responding toavailable
framework Appropriate, timely and C()SI_farrr:jers’ different agronomic
effective responses to changipdg'€€ds.
To make the VCU rules_evolve to conditions ir|C1J the agricultugrlalé]For the varieties, which dp
adgr;t t? atny typte_ of agn?ugubre sector. not require VCU, testing
ﬁgw toeci?wo\llggr]liiées created by Costs adjustment to the size of th@nymore, reduction in the
targeted market. personnel  previously in
Increased investment in reseancﬁhargfe of the tr_lals, sampie
and site evaluations of thoge

in new varieties due to greater

predictability in the eligibility of
the varieties for registration.
Buyers of S&PM will have tq
carefully research varieties befg
making purchasing decisions.

" varieties.

re

Adapt the requirement for the
marketing of seed to defined
categories, as done for the FRM
and PM.

Not easy, long
term

Increased suitability of the syste
to peasant and niche varieties.

More choice for consumers.

Better  adaptation of th
certification costs to the size
the targeted market.

mNo

1)

Df

Increased genetic
diversity of commercial
varieties
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Reduce the Promote the coordination of VCU | Not easy, mid | Reduced number of testing site®Reduced number of testing| No
difference testing and the extension of term avoiding duplication of work and sites leading to possible job
between MS as bilateral or multilateral by this, reduced costs andosses
regards the agreements for DUS testing administrative burden.
implementation of Increased transparency of the
egislation an . . q
thereby to the o ’
creation of a level- Minimize current problems bage
playing field on different implementation af
provisions
Improve harmonisation
Restart the comparative tests and| Easy, short term Improved harmonisation of the | Improved knowledge of the| No
trials certification protocols leading to | practices in other MS
. : : better control of fraud contributing to better quality
Audit the current |mpl_eme_ntat|0n Not Easy, short of the work of inspectors
of the Community legislation on | term o
certification and DUS Motivation of actors
As regards seed potatoes, furthet Easy, mid term | Simplification of legislative No Better fit to the
align the EU rules with the framework leading to costs international
international standards of UN- reduction o o phytosanitary
ECE Improve harmonisation within EY requirements and/or
Reduce the duplication of guidelines (IPPC)
administrative efforts for EU and
international competent
authorities
Promote cost| Promote the implementation of| Easy, mid term Increased flexibility to organiséncreased motivation of theNo
reduction the certification ‘under official certification. actors.
approaches  and| supervision’ Increase flexibility in the day-tor Supervision from authorities
]'c?t“?g:j'ce 1 the | Promote the integration of plant | Partly easy day management of the operatignsiaintain the confidence in
exibility in the o ’ -
y health and certification | short term Increased  efficiency of thethe market

operating system

inspection services

certification system (i.e. efficien

t Restructuration may lead t
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Promote the implementation of
certification ‘under  official
supervision’

Easy, mid term

Extend the certification ‘under
official supervision’ to pre-basic
and basic crops

Partly easy,
short term

use of existing infrastructure
expertise and data leading
reduced costs) leading to reduc
costs, reduced administrati
burden and more rapid decisio|
making.

to

ed
e

n_

2, job losses at authorities levg

D

Support the morphological
analysis of the variety with
molecular tools and in particular
DNA markers

Partly easy, mid
term

Better management of the testin
and of the reference collections
leading to reduced costs

Improve traceability of S&PM
lots

Reinforce concept of Distinctnes

g Training of officials

Allow the listing of more
varieties (e.g. varieties
which looks the same by
have different parents)

Secure long-term
consistency with
EU policy on
GMO, Plant
Protection
Products, Plant
Health, Human
Health/Food
Safety

Integrate plant health and Seed
certification legislation

Not easy, mid
term

More efficient organisation of the
inspection leading to costs and
time- savings.

Reduced administrative burden
with the use of one European
document to attest S&PM
certification and healthiness

Training of inspectors.

Better organisation of the
work of inspectors and
producers, leading to
increased flexibility

Better control of plant
pests and diseases

Make use of the certification Difficult, long Better consistency between Training of inspectors No
inspection platform to monitor term S&PM and GMO legislations Elimination of redundant
the implementation of quality leading to better understanding ofactivities lead to jobs losses
control for GM varieties their obligations by the producers.

Reduced costs because of fewer

conflicts on quality.

Eliminate duplication of costs fon

inspection and administrative

burden for both private operators

and competent authorities
Implement in the S&PM Partly easy, mid| Global chain approach to the Food safety expertise No

Community legislation provisions
leading to risk reduction of

term

problem of mycotoxins.

required at S&PM
Reduced presence of
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contaminants in food

mycotoxins in cereal.

Identify additional link between Difficult, long Integration of the food value No No
S&PM Community legislation term chain leading to costs savings
and the Food law
Finalise the Checking of variety Easy, More efficient mechanism leadingNo No
current discussion | denomination by the CPVO, short term to reduced administrative burden.
on the extension | based on their centralised Elimination of inconsistencies
of the role of the database. MS remain responsible
CPVO and of the final approval
];Jéé?ﬁgr;i?m'fy Adoption and auditing of quality | Need to be Harmonised decision on DUSNq No
ios with the | réduirements for DUS testing by | further testing N o
synergies with the 1 . " ~pvo discussed and | 'mproved efficiency in time ang
CPVO expertise ; costs
examined ]
Leads to the promotion qf
bilateral agreements
Extension of discussion to the Need to be Harmonised decision on DUSNg No
principle ‘ one key-several doors’ | further testing o o
i.e. same and unique DUS testing| discussed and | Improved efficiency in time and
for listing and for Plant Variety examined costs S
Rights Efficient administration of the
applications
Develop a traceability system Not easy, long | Allow enlarging the choice to Users become more
with indication of the origin of term consumers. responsible.
the marketed variety. Improved enforcement of PVRs
Improve the Clarify the supplier’ documents Better harmonisation leading to | No No

information to the
users

in the forestry area

Better define the rules for small
packages

improved marketing
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