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REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of

on the prevention and management of theintroduction and spread of invasive alien species

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURREAN UNION,

Having regard to the Treaty on the Functioninghef European Union, and in particular
Article 192(1) thereof,

Having regard to the proposal from the European @msion,

After transmission of the draft legislative actle national Parliaments,
Having regard to the opinion of the European Ecdn@nd Social Committée
After consulting]| the Committee of the Regiolls

Acting in accordance with the ordinary legislatpy@cedurg,

oJcC...
Position of the European Parliament of ... (not yetiplished in the Official Journal) and
decision of the Council of ...
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Whereas:

1)

(@)

3)

The appearance of alien species, whether asjipknts, fungi or micro-organisms, in new
locations is not always a cause for concern. Howevsignificant subset of alien species
can become invasive and have serious adverse isnpadiiodiversitythe related
ecosystem services, as well as other economicaidl $mpacts, which should be
prevented. Some 12 000 species in the environmeheiUnion and other European

countries are alien, of which roughly 10 to 15 % estimated to be invasive.

Invasive alien species represent one of thragny threats to biodiversity and ecosystem
services, especially in geographically and evohary isolated ecosystems, such as small
islands, and the risks such species pose may heegue to increased global trade,

transport, tourism and climate change.

The threat to biodiversity and ecosystem sesvibat invasive alien species pose can take
different forms such as impacting severely on masipecies and ecosystem structure and
function through alteration of habitat, predatioagnpetition, transmission of diseases,
replacement of native species throughout a sigmfiproportion of range and genetic
effects by hybridisation. Furthermore, invasiveealspecies can also have a significant
adverseémpact on human health and the economy. It is tiwéyspecimens, or parts that
can reproduce, that represent a threat to biodiyexsd ecosystem services, human health

or the economwnd should therefore be subject to the restrictsomnder this Regulation
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(4)

()

(6)

The Union, as a party to the Convention on @&jatal Diversity, approved by Council
Decision 93/626/EEE; is bound by the provisions of Article 8(bf that Convention
according to which the Parties shall, as far asiptssand as appropriate, 'prevent the
introduction of, control or eradicate those alipe@es which threaten ecosystems, habitats

or species'.

The Union, as Rarty to the Convention on the Conservation of Europ&@dlife and
Natural Habitats (the Bern Convention), approvedhbyncil Decision 82/72/EEChas
undertaken to take all appropriate measures tarertisa conservation of the habitats of the

wild flora and fauna species.

To support the achievement of the objectiveBiofctivesof the European Parliament and
of the Counci000/60/EC, 2008/56/EC and 2009/147/E€, and Council

Directive 92/43/EEE ] the primary objective of this Regulation shouldtberevent,
minimise and mitigate the adverse effects of inv@silien species on biodiversithe
relatedecosystem serviceBuman health and safetas well as to reduce their economic

and social impact.

Council Decision of 25 October 1993 concerning tbenclusion of the Convention on Biological
Diversity (OJ L 309, 13.12.1993, p).1

Council Decision82/72/EECof 3 December 1981 concerning the conclusion of tBonvention
on the conservation of European wildlife and natdraabitats ©J L 38, 10.2.1982, p)1
Directive 2000/60/EC of the European Parliament anfithe Council of 23 October 2000
establishing a framework for Community action in étfield of water policy

(OJ L 327, 22.12.2000, p. 1).

Directive 2008/56/EC of the European Parliament anfithe Council of 17 June 2008
establishing a framework for community action inéhfield of marine environmental policy
(Marine Strategy Framework Directive)@J L 164, 25.6.2008, p. 19).

Directive 2009/147/EC of the European Parliamentdof the Council of 30 November 2009 on
the conservation of wild birds@J L 20, 26.1.2010, )

Council Directive 92/43/EEC of 21 May 1992 on thertservation of natural habitats and of wild
fauna and flora ©J L 206, 22.7.1992, {7).
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(7)

(8)

(9)

Some species migrate naturally in responsevoamental changes. Therefore they
should not be considered as alien species in tiegirenvironment and are thus excluded
from the scope of the new rules on invasive alpat®es.This Regulation should focus

only on species introduced in the Union as a conseqce of human intervention.

At Union levelthere are currently over 40 animal health directsv@and regulations
which include provisions on animal diseask®reover Council Directive 2000/29/E€
provides rules foorganisms which are harmful t@lantsor plant productsand

Directive 2001/18/EC of the European Parliamentefritie Council| sets out the
regime applicable to genetically modified organisitisereforeany new rules on invasive
alien species shoulgk aligned toand not overlap withthoselegislative acts of th&nion

| andshouldnot apply to the organisms targeted by tHegeslativeacts.

Regulationsof the European Parliament and of the Coufs@) No 1107/2009and (EU)
No 528/2012 and Council Regulation (EC) No 708/208provide for rules concerning
the authorisation for the use of certain alien gsefor particular purposes. The use of
certain species has already been authorised umolez tegimes at the time of entry into
force ofthis Regulation In order to ensure a coherent legal framewodséhspecies
should thus be excluded from theope of this Regulation.

Council Directive 2000/29/EC on protective measuegginst the introduction into the
Community of organisms harmful to plants or plant@ducts and against their spread
within the Community (OJ L 106, 10.7.2000, p. 1).

Directive 2001/18/EC of the European Parliament anfithe Council of 12 March 2001
on the deliberate release into the environment ehgtically modified organisms and
repealing Council Directive 90/220/EECJOJ L 106, 17.4.2001, p).1

Regulation (EC) No 1107/2009 of the European Partiant and of the Council of 21
October 2009 concerning the placing of plant protien products on the market and
repealing Council Directives 79/117/EEC and 91/4E&C (OJ L 309, 24.11.2009, p).1
Regulation (EU) No 528/2012 of the European Parli@mt and of the Council

of 22 May 2012 concerning the making available dretmarket and use of biocidal
products OJ L 167, 27.6.2012, p).1

Council Regulation (EC) No 708/2007 of 11 June 206@ncerning use of alien and
locally absent species in aquacultur®y L 168, 28.6.2007, p.1
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(10)

As invasive alien species are numerous,ifhortant to ensure that priority is afforded to
addressing the subset of invasive alien speciesidered to be of Union concern. A list of
such invasive alien species considered to be abtJooncern should therefore be drawn
up and regularly updatedAn invasive alien species should be considerddnodn

concern if the damage it is causing in the affedfiethber States is so significant that it
justifies the adoption of dedicated measures tbpesof which extends across the Union,
including in the Member States that are not yetcéfd or even unlikely to be affected. In
order to ensure that the subset of invasive ajiegies of Union concern remains
proportionate, the list should be developed updatedn line with a gradual and phased-
in approactand be focused on species whose inclusion in teewould effectively
prevent, minimise or mitigate their adverse impatisa cost efficient manner. As species
within the same taxonomic group often have similkacological requirements and may
pose similar risk, the inclusion of taxonomic grosmf species into the ligif invasive

alien species of Union conceshould be allowed, where appropriate
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(11)

(12)

The criteria to list invasive alien speciessidered to be of Union conceaire the core
instrument to applyhis Regulation. In order to ensure an effectiveausf resources, the
criteria should also make sure that the invasiveeal species having the most significant
adverse impact among the potential invasive alipeaes currently known are those that
will be listed. The Commission wilubmit a proposal for a list based on those caiteri
within one year of the entry into force of thisigtion to the Committe&Vhen

proposing the list, the Commission should informetlCommittee on how it took into
account those criteriaThe criteria should include a risk assessment juntsio the
applicable provisions under thelevantAgreements of the World Trade Organisation on

placing tradeestrictionson species.

In order to avoid disproportionate or excessigosts for any Member State and safeguard
the added value of Union action through this Regtitan, when proposing the list and
consequential measures, the Commission should tiste consideration the socio-
economic aspects, the implementation cost for MenmBtates and the cost of non-action.
In this context, in selecting the invasive alienepes to be included in the list of Union
concern, special attention should be given to spedhat are widely used and provide
significant social and economic benefits in a Memlt&tate, without compromising the

objectives of this Regulation.
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(13) In order to ensure compliance with the ruleder the relevant Agreementsd the World
Trade Organisation anIJI the coherent application tifis Regulation,common criteria
should be established to perform the risk assedsifieose criteria should use when
appropriate existing national and internationahgtads and should encompass different
aspects of the characteristics of the speciegjgsk@nd modes ahtroduction into the
Union, theadverseeconomic, social and biodiversity impacts of thedes, the potential
benefits of uses and the costs of mitigation tagiveihem against thedverseampacts, as
well asan assessmertf thepotential costs oénvironmental, economic and social
damagel demonstrating the significance for the Union, sacafurther justify action. In
order to develop the system progressively and luplsh the experience gained, the

overall approach should be evaluateg 2021

(14) Some invasive aliespeciesare included in Annex B to Council Regulation (EC)
No 338/97" , and their import into the Union is prohibited hase their invasive
character has been recognised and their introduitto the Union haan adversempact
on native specied.hosespecies areCallosciurus erythraeus, Sciurus carolinensis,
Oxyura jamaicensis, Lithobates (Rana) catesbeianus, Sciurus niger, Chrysemys picta,
Trachemys scripta elegans. To ensure a coherent legal framework and uniﬁmﬂesl on
invasive alien species the level of the Unionthose invasive alien animals should be

considered as a matter of priority for listing mgasive alien species of Union concern.

Council Regulation (EC) No 338/97 of 9 December 538n the protection of species of
wild fauna and flora by regulating trade thereinrQJ L 61, 3.3.1997, p)1
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(15) Prevention is generally more environmentaélgichble and cost-effective than reaction
after the fact and should be prioritisddherefore, priority should be given to the lisgrof
species that are not yet present in the territofytlee Union or are at an early stage of
invasion as well as to species that are likely vl the most significant adverse impacts.
As new species can be introduced continuously irgd_thion and alien species present are
spreading and expanding their range, it is nece$sansure that the list of invasive alien

species of Union concern is constantly revisedkamd up-to-date.

(16) Regional cooperation should be explored betwd&mber States concerned with the
same species that are not able to establish a @glgpulation in a large part of the
Union. Where the objectives of this Regulation dretter achieved by measures at Union
level, these species could also be included inliteof invasive alien species of

Union concern.
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(17)

(18)

It is appropriate to take account of the specifitusation of the outermost regions as
regards the objectives of this Regulation, and iarficular their remoteness, insularity
and the uniqueness of their respective biodiveesti Therefore, it is justified to adapt the
requirements under this Regulation of taking resttive and preventiveneasures

relating tol invasive alien speciad Union concern to these specificities of the
outermostregions as defined by the Treaty on the Functioning ofEheopean Union
(TFEU), taking into account European Council Decisions 2'0]18)’EU1|

and 2012/419/E8

The risks and concerns associated with ineasien species represent a cross-border
challenge affecting the whole of the Union. Itherefore essential to adopt at Union level
a ban on intentionallgr negligentlybringing into the Union, reproducing, growing,
transporting, buying, selling, using, exchangingging and releasing invasive alien
species of Union concern, to ensure tely andconsistent action is taken across the
Union so as to avoid distortions of the internarkeaand to prevent situations where

action taken in one Member State is underminechagtion in another Member State.

European Council Decision 2010/718/EU of 29 Octol#10 amending the status with
regard to the European Union of the island of SaiBarthélemy

(OJ L 325,9.12.2010, p. 4).

European Council Decision 2012/419/EU of 11 July PDamending the status of Mayotte
with regard to the European Union (OJ L 204, 31.D22, p. 131).
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(19)

(20)

With a view to enabling scientific researchl &x-situ conservation activities, it is
necessary to provide specific rules for the invasilen species of Union concern subject
to those activities. Those activities should beiedrout in close@stablishmentsvhere

the organisms are in contained holding and withhainecessary measures taken to avoid
the escape or unlawful release of invasive ali@tigs of Union conceriWhere

authorised by the Commission in duly motivated epiienal cases of compelling public
interest those rules could also apply to certaimet activities, including commercial
activities. In implementing those rules, particulattention should be paid to avoiding

any adverse impacts on protected species and hthita line with relevant Union law

There may be cases where alien species notgegnised as invasive alien species of
Union concern appear at the Union borders or aecti in the Union territory. Member
States should therefore be granted the possibiligdopt on the basis of available
scientific evidence certain emergency measures 8oergency measures would allow
immediate reaction against species which may geks related to their introduction,
establishment and spread in those countries, Wheleber States assess the effective risks
posed by them, in line with the applicable prowisi@f therelevantAgreements of the
World Trade Organisation, in particular with a viemhaving those species recognised as
invasive alien species of Union concern. Thererised to couple national emergency
measures with the possibility of adopting emerganegsures at Union level in order to
comply with the provisions of theelevant Agreementsf the World Trade Organisation.
Furthermore, Union level emergency measures wayldpethe Union with a mechanism
to act swiftly in case of presence or imminent daraf entry of a new invasive alien

species in accordance with the precautionary piaci
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(21)

(22)

A large proportion of invasive alien species iatroduced unintentionally into the Union.
It is therefore crucial to manage the pathwaysnifitentional introductiomore
effectively Action in this area would need to be gradualegithe relatively limited
experience in this field. Action should include walary measures, such as the actions
proposed by the International Maritime Organisasi@duidelines for the Control and
Management of Ships' Biofouling, and mandatory messand should build on the
experience gained in the Union and in Member Siatesanaging certain pathways,
including measures established through the Intemalt Convention for the Control and
Management of Ships Ballast Water and Sediméxdsordingly the Commission should

take all appropriate steps to encourage Member &sab ratify that Convention

In order to develop an adequate knowledge tmaaddress the problems raised by invasive
alien species, it is important that Member Stateteutake research, monitoring and
surveillance of such species. As surveillance systeffer the most appropriate means for
early detection of new invasive alien species amdihfe determination of the distribution
of already established species, they should indhadle targeted and general surveys and
benefit from the involvement of different sectorglatakeholders, includirrggional and
local communities. Surveillance systems should ynpalying continuous attention to any
new invasive alien species anywher¢ha Union and aim to provide an effective and
complete picture at the level ¢ie Union. In the interest of efficiency and cost-
effectiveness, existing systemsooistomscontrol, surveillance and monitoring already
establishedby theUnionlaw should be applied, in particular those setiout

Directives] 92/43/EEC 2000/60/EC 2008/56/EC an@009/14TEC.
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(23)

(24)

Official controls on animals and plants shookdcarried out in order to prevent the
intentional introduction of invasive alien speciese animals and plants should enter the
Union through border contrentitiesin accordance with RegulatioBC) No 882/2004,
Directives 91/496/EEC and 97/78/EC or points of Bnin accordance with

Directive 2000/29/ECIn order to ensure efficiency gains and avoiditng parallel
systems otustomscontrols, the verification whether these speciesravasive alien
species of Union concern should also be carriecbitlte firstoorder control entity or

point of entry of arrival.

After the introduction of an invasive alieresfes, early detection and rapid eradication
measures are crucial to prevent their establisharetspread. The most effective and cost
efficient response is often to eradicate the pdmraas soon as possible while the number
of specimens is still limited. In the event thaddication is not feasible or the costs of
eradication outweigh in the long term the environtak economic and social benefits,
containment and control measures should be appliadagement measures should be
proportional to the impact on the environment anake due consideration of
biogeographic or climatic conditions of the Memb8tate concerned.
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(25)

(26)

Management measures should avoid any adverse ingpantthe environment as well as
on human health Eradicating and managing somimal invasive alien species, while
necessaryn some casesnay induce pain, distress, fear or other formsudfering to the
animals even when using the best available techmeans. For that reason, Member
States and any operator involved in the eradicationtrol or containment of invasive
alien species should take the necessary measusparn® avoidablgain, distress and
suffering of animals during the process, taking ia¢count in so far as possible the best
practices in the field, for example the Guidingneiples on Animal Welfare developed by
the World Organisation for Animal HealtNon-lethal methods should be considered and

any actions taken should minimise impact on non-g@t species.

Invasive alien species generally cause darttageosystems and reduce their resilience.
Thereforeproportionaterestoration measurasiould be undertakero strengthen the
ecosystems' resilience towards invasions, to répaidamage caused and to enhance the
conservation status of species and their habitaaséordance witbBirectives 92/43/EEC
and 2009/147/E{ , the ecological status of inland surface wateasisitional waters,
coastal waters and groundwater in accordancejwilirective 2000/60/EC, and the
environmental status of marine waters in accordavite] Directive 2008/56/ECCosts

of such restoration measures should be recovereddéoordance with the polluter

pays principle.
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(27)

(28)

(29)

Cross-border cooperation, particularly with iglhbouring countries, and coordination
between Member States, particularly within the sabiegeographical region of the

Union should be fostered to contribute to the eftiee application of this Regulation.

A system to address invasive alien speciesldhze underpinned by a centralised
information system collating the existing infornwattion alien species in the Union and
allowing access to information on presence of gsectheir spread, their ecology, invasion
history and all other information necessary to uptepolicy and management decisions

and also the exchange of best practices

Directive 2003/35/EC of the European Parlianzeml of the Councilhas establishea
framework for public consultation in environmeniated decisions. In defining action in
the field of invasive alien species, effective palplarticipation should enable the public to
express, and the decision-maker to take accounpaijons and concerns which may be
relevant to those decisions, thereby increasin@tiseuntability and transparency of the
decision-making process and contributing to pudi@reness of environmental issues and

support for the decisions taken.

Directive 2003/35/EC of the European Parliament antithe Council of 26 May 2003
providing for public participation in respect of #ndrawing up of certain plans and
programmes relating to the environmen®( L 156, 25.6.2003, p. L7
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(30)

(31)

The participation of the scientific communitg important in order to provide an
adequate knowledge base to address the problenseddby invasive alien species. A
dedicated Scientific Forum should be set up to pd®/advice on the scientific aspects
related to the application of this Regulation, iragticular as regards establishing and
updating the list of invasive species of Union ceng, risk assessment, emergency

measures and rapid eradication measures.

In order to ensure uniform conditions for implementationof this Regulation,
implementing powers should be conferred on the Coission in respect of the adoption
and updatingf the list of invasive alien species of Union con¢éne format of the
documents servinge as evidence for permiganting derogations from the obligation of
rapid eradication arfiadoption of Union emergency measyrée requirements to apply
certain provisions in Member States in the caseeohanced regional cooperation, and
the formats for reporting tahe Commission. Those powers should be exercised i
accordance with Regulation (EU) No 182/2011 ofEeopean Parliament and of

the Councit] .

Regulation (EU) No 182/2011 of the European Parliamt and of the Council
of 16 February 2011 laying down the rules and geakprinciples concerning
mechanisms for control by the Member States of @@mmission's exercise of
implementing powers@J L 55, 28.2.2011, p. 13
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(32) In order to take into account the latest ddierdevelopments in the environmental field,
the power to adopt acts in accordance with Arta86 of theTFEU should be delegated to
the Commission in respect of determining how toctuste that invasive alien species are
capable of establishing viable populations andooéading, as well as for setting out the
common elements for the development of risk assexsamit is of particular importance
that the Commission carry out appropriate congahatduring its preparatory work,
including at expert level. The Commission, wherppreng and drawing up delegated acts,
should ensure a simultaneous, timely and appr@ptiahsmission of relevant documents

to the European Parliament and to the Council.

(33) In order to guarantee compliance with this iR&tipn, it is important that Member States
impose dissuasive, effective and proportionatetsamfor infringements taking into
account the nature and gravity of the infringem#re principle of recovery of the costs

and the polluter pays principle

(34) By measures taken under this Regulation, MemBgates may impose obligations on

holders or users of alien species as well as owraard tenants of lands concerned.
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(35) In order to enable non-commercial owners ttiooe keeping their companion animals
that belong to species listed as invasive aliegispaf Union concern until the animal's
natural death, it is necessary to provide transiioneasures, on the condition that all

measures are put in place to avoid escape or regtiod.

(36) In order to enable commercial operators, wlay trave legitimate expectations, for
instance those who have received an authorisatiandgordance with Regulation (EC)
No 708/2007, to exhaust their stock of invasiveraBpecies of Union conceoy the time
of entryinto forceof this Regulation it is justified to allow them two years to slatgh
humanely cull,sell or, where relevanthand over the specimens to research or ex-situ

conservation establishments.
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(37)

(38)

Since the objectives tfis Regulation namely the prevention and management of
invasive alien species, cannot be sufficiently ecbd by the Member Statbat can

rather, by reason oits scale and effecf, be better achieved at Union level, the Union
may adopt measures, in accordance with the prmoipsubsidiarity as set out in Article 5
of the Treaty on European Union. In accordance thighprinciple of proportionality, as
set out in that Article, this act does not go balyahat is necessary in order to achieve

those objectives.

Member States may maintain or adopt rules omasive alien species of Union concern
that are more stringent than those laid down in $hiRegulation; they may, in addition,
apply provisions such as those set out in this Ragjon for invasive alien species of
Union concern to invasive alien species of Membéat8 concern. Those measures
should be compatible with the TFEU and be notifiealthe Commission in accordance

with Union law,

HAVE ADOPTED THIS REGULATION:
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CHAPTER |
GENERAL PROVISIONS

Article 1
Subject matter

This Regulation sets out rules to prevent, mininaisé mitigate the adverse impacts of the
introduction and spread, both intentional and wmitional, of invasive alien species on biodiversity

within the Union.

Article 2
Scope
1. This Regulation applies to all invasive alieepsl .
2. This Regulation does not apply to:

(&) species changing their natural range withouatdnuintervention, in response to

changing ecological conditions and climate change;

(b) genetically modified organisms as defined itidde 2 of Directive 2001/18/EC;
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(c) pathogens that cause animal diseases; for this pas@, animal disease means the
occurrence of infections and infestations in aninglcaused by one or more

pathogens transmissible to animals or to humans;

(d) harmful organisms listed in Annex | or in Annex Ito Directive 2000/29/EC, and
harmful organisms for which measures have been atimpin accordance with
Article 16(3) of that Directive;

(e) species listed in Annex M Regulation (EC) No 708/200¥hen used in

aguaculture

()  micro-organisms manufactured or imported foe usplant protection products
alreadyauthorisedor for which an assessment is on-going under R¢igul (EC)
No 1107/2009;

(@) micro-organisms manufactured or imported far isbiocidal products already
authorised or for which an assessment is ongoingden Regulation (EU)
No 528/2012.
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Article 3

Definitions

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

1)

(@)

3)

(4)

‘alien species’ means any live specimens afiepesubspecies or lower taxon of animals,
plants, fungi or micro-organisms introduced outsideaturarange it includes any part,
gametes, seeds, eggs, or propagules of such speeiesll as any hybrids, varieties or

breeds that might survive and subsequently repeaduc

'invasive alien species’' means an alien spadiese introduction or spread has been found

| to threateror adversely impact upohiodiversity andhe relatedecosystem servic]s;

'invasive alien species of Union concern' maawnasive alien species whoadverse
impact has been deemed such as to require coneatied at the level of the Union
pursuant to Article 4(3);

'invasive alien species of Member State conceneans invasive alien species other than
invasive alien species of Union concern, for whieiMember State considers on the
basis of scientific evidence that the adverse intdaem their release and spread, even
where not fully ascertained, is of significance fds territory, or part of it, and requires

action at the level of that Member State;
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()

(6)

(7)

(8)

9)

‘biodiversity' means the variability among tigiorganisms from all sources, including
terrestrial, marine and other aquatic ecosysterdstemecological complexes of which

they are part; this includes diversity within sgscibetween species and of ecosystems;

‘ecosystem services' means the direct andeictdbontributions of ecosystems to

human wellbeing;

‘introduction’ means the movemeas$ a consequence bluman interventiorof a species

outside itd naturalrange;

'research’ means descriptive or experimentakwmdertaken under regulated conditions
to obtain newscientific findingsor to develop new products, including the iniphbses

of identification, characterisation and isolatidrgenetic features, other thttose

features which make a species invasieé invasive alien species only insofar as esaenti
for enabling the breeding of those features inte-imvasive species;

‘contained holding' means keeping an organisolased facilities from which escape or

spread is not possible;
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(10)

(11)

(12)

(32)

(14)

(15)

'ex-situ conservation' means the conservati@momponents of biological diversity outside

their natural habitat;

'pathways’ means the routes and mechanismg@fluction and spread of invasive
alien species

‘early detection' means the confirmation efpinesence of specimens of an invasive alien

species in the environment before it has becomelwipread,;

‘eradication' means the complete and permagardval of a population of invasive alien
species byethal or non-lethal means;

‘widely spread' means an invasive alien sgeglese population has gone beyond the
naturalisation stage, in which a population mairga self-sustaining population, and has

spread to colonise a large part of the potentiaeavhere it can survive and reproduce;

'management’ means dathal or non-lethal action aimed at the eradication, population
control or containment of a population of an invasalien specieswhile also minimising

the impact on non-targeted species and their hatsita
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(16) ‘containment’ means actions aimed at creétangers which minimise the risk for a

population of an invasive alien species to disparskspread beyond the invaded area,;

(17) 'population control' meamsthal or non-lethal actions applied to a population of invasive
alien specieswhile also minimising impact on non-targeted spes and their habitats,
with the aim of keeping the number of individuasslew as possible, so that, while not
being able to eradicate the species, its invasapaadty and adverse impacts on
biodiversity, the relatedecosystem servicel;,on human healtbr the economy,

are minimised.

Article 4

List of invasive alien species of Union concern

1. The Commission shall adopt, by way of implementags, alist of invasive alien species
of Union concerf] on the basis of the criteriaid downin paragraph 8f this Article.
Thoseimplementing acts shall be adopted in accordanttetive examination procedure
referred to in Article 27(2)The draft implementing act shall be submitted tceth
Committee referred to in Article 27(1) by ...

0OJ please insert the date - 12 months of the emtitp force of this Regulation.
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2. The Commission shall make a comprehensive revaéhe list at the latest every six
years and shall, in the meantime, update it wittethddition of new species or the
removal, if they no longer meet any of the critel@d down in paragraph 3, of listed

species as appropriate in accordance with the pohae referred to in paragraph 1.

3. Invasive alien species shall only be includedhanlist referred to in paragraplofithis

Article if they meet all of the following criteria:

(&) they ardound, based on availablscientific evidencl to be alien to the territory of

the Union excluding the outermost regions;

(b) they ardound, based on availablscientific evidencl , to be capable of
establishing a viable population and spreadingpénenvironment under current or
foreseeable climate change conditiomsne biogeographical region shared by
more than two Member States or one marine subregexcludingtheir

outermost regions;

(c) they are, based on available scientific evidendeelly to have significant adverse
impacts on biodiversity or the related ecosystemvises, and may also have an

adverse impact on human health or the economy;
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(d) itis demonstrated by a risk assessment perforraesignt to Article 5(1) that action

at Union level is required to prevent thimitroduction, establishment and spread

(e) itis likely that the inclusion in the list wileffectively prevent, minimise or mitigate
their adverse impacts

4. Member States may submit to the Commission igguder the inclusion of invasive alien
species on the list referred to in paragrat this Article. Those requests shall include all
of the followind :

(@) the name of the species;
(b) arisk assessment performed in accordanceArittle 5(1);
(c) evidence the‘ the criteria set out in paragraplof this Article are met.

5. The list referred to in paragraplofithis Article shall make reference, where relevato
the goods with which the species are generally assed and their Combined
Nomenclature codes as provided by Council RegulaffgEC) No 2658/8%, indicating
the categories of goods that shall be subject tiic@l controls pursuant Article 15 of

this Regulation.

! Council Regulation (EEC) No 2658/87 of 23 July 1B®n the tariff and statistical
nomenclature and on the Common Customs Tariff (O2B6, 7.9.1987, p. 1).
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6. In adopting or updating the list, the Commissiahall apply the criteria of paragraph 3
with due consideration to the implementation cost the Member States, the cost of
non-action, the cost-effectiveness and the socioremic aspects. The list shall include
as a priority those invasive alien species that:

(@) are not yet present in the Union or are at aarly stage of invasion and are most

likely to have significant adverse impacts;
(b) are already established in the Union and hate tmost significant adverse impacts.

7. When proposing the list of invasive alien speca Union concern, the Commission
shall also justify that the objectives of this Rdgtion are better achieved by measures at

Union level.
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Article 5

Risk assessmejt

1. Thel risk assessment referred to in Article 4¢3)¢hall be carried out, across the current

and potential range of invasive alien speciégyving regard to the following elements:

(@) a description of the species with its taxonoiaéntity, its historynatural and

potential range;

(b) adescription of its reproduction and spredtepasand dynamicsncluding an
assessment of whether the environmental condihiensssary for reproduction and

spread exist;

(c) adescription of the potential pathwaysrifoduction and spread, both intentional
and unintentional, including where relevant the pwodities with which the species

are generally associated;

(d) athorough assessment of the riskntbduction, establishment, spread in relevant
biogeographical regions in current conditions antbreseeable climate

change conditions;
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(e) a description of the current distribution of gpecies including whether the species
is already present in the Union or in neighboutogntriesand a projection of its

likely future distribution;

() adescription of thadverseémpact on biodiversity anthe relatedecosystem
services, including on native species, protectes sendangered habitads, well as
on human healtrsafety,and the economy including an assessment giatential

future impacts having regard to available scientifknowledge
(g) an assessment of the potential costs of damage;

(h) a description of thenown uses andocial and economibenefits deriving from

those use}} .

2. The Commission shall carry out the risk assessmeawfterred to in Article 4(3)(d),
having regard to the elements referred to in paragh 1 of this Article, when proposing
species for listing as invasive alien species ofiddnconcern. Whenever a Member State
submits a request for the inclusion of a speciestbr list of invasive alien species of
Union concern it shall be responsible for carryingut a risk assessment having regard to
the elements of paragraph 1 of this Article. Wharecessary, the Commission may assist
the Member States in the development of such riskessments in so far as it relates to

their European dimension.
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3. The Commission shall be empowered to adopt deldgatis, in accordance with
Article 29 to further specify the type I)fevidenceicceptablein Article 4(3)(b) an(I
provide a detailed description of the applicatibpaints(a) to (h) ofparagraph 1 ofthis
Article. The detailed description shall includée methodology to be applied in the
assessment of such elemdhtgaking into account relevant national and inteome|
standards and the need to prioritise action agapesties associated witbr that have the
potential to causesignificantadverse impacts on biodiversity or the related gstsm
services, as well as on human health or the econdyaing considered as
aggravating factors. It is of particular importancthat the Commission follow its usual
practice and carry out consultations with experiscluding Member States' experts,

before adopting those delegated acts.

Article 6

Provisions for the outermost regions

1. Invasive alien species of Union conceshall not be subject tarticle 7, andArticIesl 13

| to 20in the outermostegions.

2. By...*l , each Member State with outermost regions shailbta list of invasive alien

species of concern for each of its outermost regionconsultation with those regions.

3. As regards thespecies included on the lists referred to in paaely 20f this Article,
Member States mayyithin the respective outermost regipapply measures as those
provided for inArticles 7, 8,9, 13tol17, 19 and 20, as appropriate. Those measuredl sha
be compatible with the TFEU and be notified to tR®mmission in accordance with the

Union law.

4. Member States shall immediately notify the Cossian and shall inform the other

Member States of the lists referred to in paragi@aphd of any update of those lists.

0OJ please insert the date - 24 months from thergmto force of this Regulation.
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CHAPTER I

PREVENTION
Article7
Restrictions
1. Invasivealien species of Union concelnshall not be intentionally:
(@) brought intcl thel territory of the Union, including transit under customs
supervision
(b) kept, including in contained holding;
(c) bred, including in contained holding;
(d) transportedo, from or within the Union except for the transportation of species to
facilitiesin the context oferadication;
(e) placed on the market;
() used or exchanged;
(g) permitted to reproducegrownor cultivated including in contained holding;
(h) released into the environment.
2. Member States shadlke all necessary steps poevent the unintentional introduction

spreadof invasive alien species of Union conceFhis shall also cover such introduction

or spread by gross negligence, where applicable
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Article 8
Permits]

1. By way of derogation from thestrictionsset out in points (a), (bj¢), (d), (f) and §) of
Article 7(1), Member States shall establish a pesystem allowing establishmetltsto
carry out research or ex-situ conserva'onn invasive alien species of Union concern
accordance with paragraph 2 of this Article. Whettee use of products derived from
invasive alien species of Union concern is unavditiato advance human health,
Member States can also include scientific productiand subsequent medicinal use

within the permit system.

2. Member States shall empower the relevant compatehorities to issue the permits
referred to in paragraph 1 for activities carried io contained holding that fulfil all of the
following conditions:

(@) the invasive alien species of Union concellkej in and handled icontained

holdingsas referred to in paragraph 3;

(b) the activity is to be carried out bppropriately qualifiedpersonnebs prescribed by
the competent authorities;

(c) transport to and from thentained holding iscarried out under conditions that

exclude escape of the invasive alien speageastablished by the permit
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(d) inthecase of invasive alien specigsUnion concernthat are animals, they are
markedor otherwise effectively identified where appropiéa using methods that do

not cause preventable pain, distress or suffering

(e) the risk of escape or spread or removal iceifely managed, taking into account
the identity, biology and means of dispersal ofgpecies, the activity and the
contained holdingenvisaged, the interaction with the environmerat ater

relevant factorf ;

() acontinuous surveillance and a contingencwy piacater for possible escape or
spread is drawn up, including an eradication pldre contingency plan shall be
approved by the relevant competent authority. If @ascape or spread occurs, the
contingency plans shall be implemented immediatahd the permit can be

withdrawn, temporarily or permanently;

(g) thepermit referred to in paragraph 1 shall be limited number of species and
specimens thatoesnot exceed the capacity of tbentained holding It shall
include the restrictions necessary to mitigaterisieof escape or spread of the
species concerned. It shall accompany the invadiga species to which it refers at

all times when these are kept, brought into arnuspiarted within the Union.
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3. Specimens shall be considered to be kepbimiained holdingsf the following conditions

are fulfilled:

(&) they are physically isolated and they canncajs or spread or be remousd
unauthorised personfrom theholdings wherethey are ked ; cleaning waste
handling and maintenance protocols shall ensure that n@rapas or reproducible

parts can escape, spread or be removed by unagtigrérsons;

(b) their removal from thboldings,disposal or destructioor humane cullis done in

such way as to exclude propagation or reprodudtudside of thénoldings.

4. When applying for a permit, tlagplicantshall provide all necessary evidence to allow the
competent authority to assess whether the conditieierred to in paragraphs 2 and 3

are fulfilled.

5. Member States shall empower the relevant comped@thority to withdraw the permit at
any point in time, temporarily or permanently, ifnforeseen events with adverse impacts
on biodiversity or ecosystem services occur. Anthdriawal of a permit must be justified
on scientific grounds and, where scientific inforrtian is as yet insufficient, on the
grounds of the precautionary principle and havingid regard to national

administrative rules.
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6. The Commission shall adopt, by way of an implenieg act, the format of the document
serving as evidence for the permit granted by a MemState. That implementing act
shall be adopted in accordance with the examinatimocedure referred to in
Article 27(2). Member States shall use this fornfat a document accompanying

the permit.

7. For all permits issued in accordance with paragh 1 of this Article, Member States,

shall make, without delay, publicly available omé at least the following:

(&) the scientific and common names of the invasalen species of Union concern

for which the permit has been granted,;
(b) the number or the volume of specimens concerned
(c) the purpose for which the permit has been great and

(d) the codes of Combined Nomenclature as providgdRegulation (EEC)
No 2658/87.

8. Member States shall ensure that inspections eaeried out by the competent authority

to ensure that the establishment comply with thenditions set out in the permit issued.
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Article 9

Authorisations

1. In exceptional cases, for reasons of compellmgplic interest, including those of a
social or economic nature, Member States may allpevmits for establishments to carry
out activities other than the activities of Artic(1) following an authorisation by the
Commission, in accordance with the procedure ofglirticle and under the conditions
specified in Articles 8(2) and (3).

2. The Commission shall set up and operate an etedt authorisation system and shall

decide on applications for authorisation within éfays of receipt.

3. Applications for authorisation shall be submittdoy Member States using the system

referred to in paragraph 2.
4. An application for an authorisation shall incluel the following:

(@) specification of the establishment or groupseastablishments including their

name and address;

(b) the scientific and common names of the invasalen species of Union concern
for which an authorisation is requested;

(c) the codes of Combined Nomenclature as providgdRegulation (EEC)
No 2658/87;
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(d)
(e)
(f)

(9)

(h)

(i)

the number or the volume of specimens concerned
the reasons that justify the need for the regted authorisation;

a detailed description of the foreseen measute@gnsure that escape or spread are
not possible from contained holding facilities inhich the species is to be kept in
and handled, as well as of the measures to ensheg &iny transport of the species

that may be necessary is carried out under condidhat exclude escapes;

an assessment of the risk of escape of the snaalien species of Union concern
for which an authorisation is requested, accompadiby a description of the risk

mitigation measures to be put in place;

a description of the surveillance system plaih@nd of the contingency plan
drawn to cater for possible escape or spread, inlohg an eradication plan where

necessary;

a description of relevant national legislatioapplicable to these establishments.
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5. The authorisation is issued by the Commissiordas notified to the relevant competent
authority of the Member State and includes the infieation referred to in paragraph 4
as well as its duration. Irrespectively of the amaltion procedure followed in
accordance with point (a) of paragraph 4, each aotisation refers to a specific
establishment. It shall also include provisions m@agling the supply to the establishment

of additional or replacement stock for which an agrisation is requested.

6. Following the authorisation by the Commissiofiné relevant competent authority may
issue the permit referred to in paragraph 1 of thsticle in accordance with
Articles 8(4) to (8). The competent authority isliged to include in the permits

provisions specified in the authorisation by the @mission.

7. The Commission shall reject the authorisation@igation if any relevant obligations set
out in this Regulation are not complied with.

8. The Commission shall, as soon as possible, infdhe Member State concerned of any
authorisation application rejected pursuant to payeaph 7, specifying the reason for

the rejection.
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1.

Article 10

Emergency measures

Where a Member State has evidence concerningrésence in, or imminent danger of
introduction into its territory of an invasive alien speciesiieh is not included on the list
of invasive alien species of Union concebut which the relevant competent authorities
have found, on the basis of preliminary scientfitdence, to be likely to meet the criteria
set out in Article 4(3), it may immediately take engency measures, consisting of any of
therestrictionsset out in Article 7(1).

The Member State introducing emergency measuaitbgir national territory which
include the application of points (a), (d) or (€Aaticle 7(1) shall immediately notify to
the Commission andll other Member States of the measures taken arel/itience

justifying those measures.

The Member State concerned shall carry outkeassessment pursuant to Article 5 for the
species subject to the emergency measures witleday, djiven the available technical and
scientific information, and in any case within 2émths from the day of the adoption of

the decision to introduce emergency measures,awibw to include those species on the

list of invasive alien species of Union concern
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4. Where the Commission receives the notificatefenred to in paragraphd? this Article
or has other evidence concerning the presenceimmmentrisk of introduction into the
Union of an invasive alien species which is notuded on the lisof invasive alien
species of Union concerrput is likely to meet the criteria set out in &t& 4(3), it shall,
bywayofl implementingacts conclude on the basis of preliminary scientifi@dence
whether the species is likely to meet these catand adopt emergency measures for the
Union consisting of any of thestrictionsset out in Article 7(1) for a limited time as
regards the risks posed by that species, wheondledes that the criteria set out in
Article 4(3) are likely to be fulfilled. Those imginenting acts shall be adopted in

accordance with the examination procedure refareéal Article 27(2).

5. Where animplementingact referred to in paragraphigladoptedy theCommission,
Member Stateshall repeal or amend as appropriate their emerggmeeasures taken

6. Member States shall also repeal or amend their egegrcy measures, where the
Commission, pursuant to Article 4(1), includes tivevasive alien species on the list of

invasive alien species of Union concern.

7. When, following the risk assessment carried pursuant to paragraph 3 of this Article,
the invasive alien species is not included on ttst bf invasive alien species of Union
concern, Member States shall repeal their emergenwasures taken pursuant to
paragraph 1 of this Article and may include thospexies on a national lisbf invasive
alien species of Member State concgnmrsuant to Article 12(1) and consider enhanced

regional cooperation in accordance with Article 11.
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Article 11

Invasive alien species of regional concern and spemative to the Union

1. Member Statemay identify, from their national list of Member &te concern in
accordance with Article 12, species native or noatine to the Union that require

enhanced regional cooperation.

2. At the request of Member States involved, the Cossitin shall act to facilitate the
cooperation and coordination in accordance with Agfe 22(1). Where necessary, based
on the impacts of certain invasive alien speciestmadiversity or the related ecosystem
services as well as human health and the economg provided that it is thoroughly
substantiated by a comprehensive analysis of ttsification for an enhanced regional
cooperation carried out by the requesting Membeat®ts, the Commission may require,
by way of implementing acts, that the concerned MemStates shall apply, mutatis
mutandis, in their territory or part of it, the prasions of Articles 13, 14, 16, 17
notwithstanding the provisions of Article 18, as@ppriate. Those implementing acts
shall be adopted in accordance with the examinatimocedure referred to in Article
27(2).
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Invasive alien species of regional concern whiate native in a Member State shall not
be subject to the provisions of Articles 13, 14, 18, 19, 20 and 24 in the territory of that
Member State. Member States where these speciesatiee, shall cooperate with the
Member States concerned for the assessment of #ibyays in accordance with

Article 13 and, in consultation with the other Meneb States, may adopt relevant
measures to avoid further spread of these speaiescicordance with the procedure

referred to in Article 22(1).

Article 12

Invasivealien species of Member State concern

1. Member Statesiay establish a national list of invasive alienespes of Member State
concern. For these invasive alien species, Memb@tes may apply, in their territory,
measures such as those provided for in Article8,713 to, 17, 19 and 20, as appropriate.
Those measures shall be compatible with the TFEWde notified to the Commission

in accordance with the Union law.

2. Member States shall inform the Commission aedther Member States of the species
they considems invasive alien species of Member State cormednof the restrictions set

out in accordance with paragraph 1.
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Article 13

Action plans on the pathways of invasive alien sgsec

1. Member States shalljthin 18 months from thadoption of the list referred to in
Article 4(1) of this Regulatioff carry out a comprehensive analysis of the pathways
unintentional introduction and spread of invasilieraspecie®f Union concern, at least,
in their territory as well as in their marine waters as defined intidle 3(1) of
Directive 2008/56/ECand identify the pathways which require prioritgian (‘priority
pathways'), because of the volume of species tiraggotentialdamage caused by the

species entering the Union through thlm.

2. Within three years from thedoption of the list referred to in Article 4(1pach Member
State shall establish and implement singleaction plaror a set of action plango
address the priority pathways it has identifiedspant to paragraphd this Article.
Action plansshall includdgimetablesfor action and shall describe the measures to be
adoptedand, as appropriate, voluntary actions and codegyobd practiceto address the
priority pathways and to prevent the unintentian&doduction and spread of invasive alien

species intd or within theUnion.
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3. Member States shall ensure coordination with thien of establishing one single action
plan or a set of action plans coordinated at thepappriate regional level according to
the provisions of Article 22(1). Where such regidrans are not established, Member
States shall establish and implement action plaesering their territory, as far as

possible coordinated at the appropriate regionaldé

4. The actiorplansreferred to in paragraphad? this Article shall includein particular,

measurepasedon| an analysis of costs and bengfitsorder to:
(&) raiseawareness

(b) | minimise contaminatio| of goods and commodities, and any vehicle and
equipmenty specimens of invasive alien specigegluding measures tackling

transportationof invasive alien species from third countries;

(c) | ensure appropriate checks at the Union bordersy titlan the official controls

pursuant to Article 15;

5. The actiorplansdeveloped in accordance with paragraph 2 shatamsmitted to the
Commission without delayt least every siyears after the last transmission,

Member States shall review the action plan andmnetnit it to the Commission.
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CHAPTER 1lI
EARLY DETECTION AND RAPID ERADICATION

Article 14

Surveillance system

1. Within 18 months from thadoption of the list referred to in Article 4(1Member States
shallestablish asurveillance systemf invasive alien species of Union concern, or
include it in their existing systemwhich collects and records data on the occurrentee
environment of invasive alien species by surveynibooing or other procedures to prevent

the spread of invasive alien species into the Union
2. The surveillance system referred to in paragdaphthis Article shall:

(@) cover the territoryincluding marine territorial watersof the Member States to
determine the presence and distribution of newelsas already established

invasive alien species of Union concern;

(b) be sufficiently dynamic to detect rapidly thgpaarance in the environment of the
territory or part of the territory of any invasiaéen species of Union concern, whose

presence was previously unknown;
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(c) build upon, be compatible with, and avoid dupligat of relevant provisions for
assessment and monitoring laid down by Union lawumder international
agreements andhake use of the information provided by the exgssgstems of
surveillance and monitoring set out in Article FlDarective 92/43/EEC, Article 11
of Directive 2008/56/EC and Article 8 of Directi2@00/60/EC

(d) take into account the relevant transboundary imps@nd transboundary features,

to the extent possible

Article 15

Official controls]

1. By...", Member States shall have in place fully functimnstructures to perform the
official controlsl necessary to prevent the intentional introducitma the Union of
invasive alien species of Union concefhese official controls shall apply to the
categories of goods falling within the Combined Nentlature codes to which a
reference is made in the list of invasive alien sjgs of Union concern, pursuant to
Article 4(5).

2. Competentauthorities shall perform theppropriate risk-baseatontrolsl on the goods

mentioned in paragraphdt this Article verifying thall :

@) | they are not on the list referred to in Article }(@r

OJ please insert the date - 12 months from theedat entry into force of this Regulation.
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(b) they are covered by a valid permit eeferred to in Articles.

3. Thecontrolsreferred to in paragraphd? this Article, consisting of documentary, idenfit
and where necessary, physical checks, shall tale@lwhen goods referred to in
paragraph 1 of this Article are brought into the Won. Where Union legislation on
official controls already provides for specific affal controls at border entities, as in
accordance with Regulation (EC) No 882/2004, Dineets 91/496/EEC and 97/78/EC or
points of entry in accordance with Directive 2000/EC, for categories of goods referred
to in paragraph 1 of this Article, Member Statesahconfer the responsibility of
performing the controls referred to in paragraphd this Article to the competent
authorities tasked with those controls in accordanwith Article 4 of Regulation (EC)

No 882/2004 or in Article 2(1)(g) of Directive 209/EC.
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4. The handling in free zones or free warehousegldhe placing of goods referred to in
paragraph 1 under the customs procedures of relefgdree circulation, transit,
customs warehousing, inward processing, processinger customs control and
temporary admission shall be subject to the dectam to the customs authorities of:

(@) the relevant entry document duly completed bg tompetent authorities referred
to in paragraph 3 of this Article attesting that éhconditions referred to in
paragraph 2 of this Article are met, in cases whéehe controls have been carried
out at border entities, in accordance with Regutati (EC) No 882/2004,
Directives 91/496/EEC and 97/78/EC or at pointsawitry in accordance with
Article 2(1)(j) of Directive 2000/29/EC. The cust@procedure indicated therein

must be followed; or

(b) other documentary evidence that the controls haeeb carried out with
satisfactory results when goods are not subjeobfficial controls according to

Union legislation and the subsequent entry document
These documents can also be submitted electronycall
5. If the controls establish non-compliance withighRegulation:

(@) customs authorities shall suspend the placingder acustoms proceduia detain

the goods;
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(b) competent authorities referred to in the secoswbparagraph of paragraph 3 shall

detain the goods.

Where goodsredetained they shall be entrusted to the competent aushioritharge of
applying this RegulationThe latter authority shall act according to the riahal

legislation in force.Member States may delegate specific functionsherauthorities.

6. Costs incurred while the verification is compbet and those arising from the non-
compliance shall be at the expense of the naturalegal person within the Union who
brought the goods into the Union, except where dlember State concerned determines

otherwise.

7. Member States shall put in place proceduressare the exchange wdlevant
information] and the efficient and effective coordination andgeration for the

verifications referred to in paragraph 2 betweémathorities involvecl :

8. Based on best-practices, the Commission, togethér the Member States shall develop
guidelines and training programmes to facilitate ithentification and detection of invasive
alien species of Union conceand the performance of efficient and effective coois.

9. Where permits have been issued in accordancé witicle 8, reference to a valid permit
covering the declared goods shall be madehe customs declaratiam relevant

notifications to the border entity.
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Article 16

Early detection notifications

Member States shall use the surveillance systtablished in accordance with Article 14
and the information collected at official contrpi®vided for by Article 15 t@onfirm

early detection of thmtroduction or presence of invasive alien species of Uniorceom

Member States shall notify in writinje Commissiorwithout delayof the early detection

of the presence of invasive alien species of Un'mmerr] and inform the other Member

States, in particular:

(@) the appearance on their territory or part efrtterritory of any species included on
the list referred to in Article 4(1) whose presem@s previously unknown in their
territory or in part of their territory;

(b) the re-appearance on their territory or pathefr territory of any species included
on the listof invasive alien species of Union conceafiter it has been reported

as eradicated.
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Article 17

Rapid eradication at an early stage of invasion

1. After early detection and within three monthgiathe transmission of the early detection
notification referred to in Article 16, Member Statshall apply eradication measures and

notify those measures to the Commission and intberother Member States.

2. When applying eradication measures, Member Stitall ensure that the methods used
are effective in achieving the complete and permaremoval of the population of the
invasive alien species concerned, with due regahiiinan health and the environment,
especially for non-targeted species and their hatstand ensuring thelt animals are

spared any avoidable pain, distress or suffering.

3. Member States shall monitor the effectiveness of tradication. Member States may use
the surveillance system provided for in Article tithis effect. The monitoringhallalso

assess the impact on non-targeted species, as gpiate.

4. Member States shafiform the Commission of the effectiveness of theasures taken
and notify the Commissiof] when a population of an invasive alien speciedrgén
concern has been eradicatétey shall alsgrovide this information toother Member

Statesconcerned
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Article 18

Derogations from the rapid eradication obligation

1. Member States malased on robust scientific evidence decide, wittwo months of the
detection of an invasive alien species referredrtdrticle 16, notto apply] eradication

measure} if at least one ofhe following conditionss met:

(a) eradication is demonstrated to be technicalfgasible because the eradication
methods available cannot be applied in the envientrwhere the species are

established:;

(b) a cost-benefit analysis demonstrates on this bashe available data with
reasonable certainty that the costs will, in theglterm, be exceptionally high and

disproportionate to the benefits of eradication;

(c) eradication methods are not available or aegl@ve but have very serioaslverse

impacts on human healh, the environmenbr other species

In this case, the Member State concerned shall howithout delay the Commission of
its decision in writing. The notification shall baccompanied bgll the evidence referred

to in points (a), (b) and (c) diis Article.
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2. The Commission may decide, by way of implememtiats, to reject the decision notified
in accordance with paragraph 1 of this Article wheethe conditions set out therein are

not met.

3. Those implementing acts shall be adopted in ademce with the examination procedure
referred to in Article 27(2). The draft implementinacts shall be submitted to the

Committee referred to in Article 27(1) within twoanths of the date of notification.

4. Member States shall ensure that containment measuaiee in place to avoid further
spread of the species to other Member States whansuant to paragraph 1 of this

Article, no eradication measures are applied.

5. Where a derogation from the eradication oblagatsnot objected by the Commissipthe
species shall be subject to the management measifiee®d to in Article 19. If the
application for derogation is rejected, the MemB&te concerned shall apply the

eradication measures referred to in Article 17 wutihdelay.
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CHAPTER IV
MANAGEMENT OF INVASIVE ALIEN SPECIES THAT ARE WIDELY SPREAD

Article 19

Management measures

1. Within 18 months of an invasive alien species being incluatethe listof invasive alien
species of Union concerat the latest, Member States shall have in piffeetive
management measures for those invasive alien speicignion concern which the
Member States have found to be widely spread dntéretory, so that their impacts on
biodiversity, the relatedecosystem serviceand, where applicable, ohuman healtlor

the economy are minimised.

Those management measures shafirbportionate to the impact on the environment
and tailored to the specific circumstances of theeMber States, beased on an analysis
of costs and benefits and also include far as feasiblethe restoration measures referred
to in Article 20.They shall be prioritised based on the risk evalioatand their cost

effectiveness.
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2. The management measures shall consistludl or non-lethalphysical, chemical or
biological actions aimed at the eradication, popoacontrol or containment of a
population of an invasive alien species. Where @mte, management measures shall
include actions applied to the receiving ecosysténed at increasing its resilience to
current and future invasionhe commercial use of already established invasilien
species may be temporarily allowed as part of thenagement measures aimed at their
eradication, population control or containment, ued strict justification and provided
that all appropriate controls are in place to avoahy further spread.

3. When applying management measures, Member Staa##iensure that the methods used
have due regard for human health and the envirohesgecially for non-targeted species
and their habitatsand that, when animals are targeted, they ared@ary avoidable pain,
distress or sufferingvithout compromising the effectiveness of the

management measures
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The surveillance system provided for in Artitke shall be designed and used to monitor
how effective eradication, population control ontainment measures are in minimising
the impacts on biodiversityhe relatedecosystems servicemnd, where applicable, on
human health or the econonTyie monitoring shall also assess the impact on non-

targeted species, as appropriate.

Where there is a significant risk that an invasilien species of Union concern will spread
to anotherMember State, the Member States in which the spespresentshall

immediately notify thether Member States and the Commission. Where appreptlee
Member States concerned shall establish jointlgedymanagement measures. In the cases
where third countries may also be affected by firea, the Member State affected shall

endeavourto inform the concerned third countries.
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Article 20

Restoration of the damaged ecosystems

Member States shall tappropriaterestoration measures to assist the recovery of an

ecosystem that has been degraded, damaged, aryaeshy invasive alien species of

Union concerrunless a cost-benefit analysis demonstrates, antihsis of the available
data and with reasonable certainty, that the costshose measures will be high and

disproportionate to the benefits of restoration
The restoration measures referred to in paragtaghall include at least the following:

(&) measures to increase the ability of an ecosystgosed to disturbancaused by
the presence of invasive alien species of Union@am to resist, absorb,

accommodate to and recover from the effects ofithsince;

(b) measurew supportthe prevention of reinvasion following an eradicatcampaign.
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CHAPTER V
HORIZONTAL PROVISIONS

Article 21
Costs recovery

In accordance with the polluter pays principle andthout prejudice to the provisions of
Directive 2004/35/EC of the European Parliament anfithe Councit, Member States shall aim
at recovering the costs of the measures neededd¢ggnt, minimise or mitigate the adverse
impacts of the invasive alien species, includingz@onmental and resources costs as well as the

restoration cost.

Article 22

Cooperation and coordination

1. Member States shall, when complying with thebligations under this Regulation in
relation to invasive alien species, make every gffo ensure close coordination with all
Member States concerned and, where practical an@rapriate, use existing structures
stemming from regional or international agreements. particular, Member States

concerned shall endeavour to ensure coordinatiortwdther Member States that share:

(@) the same marine subregions in accordance wittiiéle 4(3) of

Directive 2008/56/EC, regarding marine species;

! Directive 2004/35/CE of the European Parliamentdof the Council of 21 April 2004 on
environmental liability with regard to the prevemtn and remedying of environmental
damage (OJ L 143, 30.4.2004, p. 56).
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(b) the same biogeographical region in accordancéwArticle 1(c)(iii) of

Directive 92/43/EEC, regarding hon marine species;
(c) the same borders;

(d) the same river basin in accordance with Arti@é13) of Directive 2000/60/EC

regarding fresh water species;
(e) any other common concern.

At the request of the Member States involved, thenission shall act to facilitate the

coordination.

2. Member States shall, when complying with thebligations under this Regulation in
relation to invasive alien species, endeavour toperate with third countries, as
appropriate, including by using existing structuresemming from regional or
international agreements, for the purpose of meetithe objectives of this Regulation.
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3. Member States may also apply the provisions sastthose of paragraph 1 of this Article
to ensure coordination and cooperation with othelevant Member States as regards
invasive alien species of Member State concern tdesd in national lists adopted in
accordance with Article 12(1). Member States magaéstablish mechanisms for
cooperation at the appropriate level for these i alien species. Such mechanisms
may include exchange of information and data, aatiplans on pathways and exchange
of best practice on management, controlling and éi@ation of invasive alien species,

early warning systems and programmes related tolpuwareness or education.

Article 23

More stringent national rules

Member States may maintain or lay down more stringeational rules with the aim of
preventing the introduction, establishment and spckeof invasive alien species. These measures
shall be compatible with the TFEU and be notified the Commission in accordance with the

Union law.
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CHAPTERVI
FINAL PROVISIONS

Article 24

Reportingand review

1. By 1 June 2019, and every spears thereafter, Member States shall transntiteo

Commission updated information on the following:

(&) a descriptionor an updated version thereodf the surveillance system pursuant to
Article 14 and official control system on alien sf@s entering the Union pursuant to

Article 15;

(b) the distribution of the invasive alien spea&Jnion concerror regional concern
in accordance with Article 11(2present in their territoryincluding information

regarding migratory or reproductive patterns

(c) information about the species considered aasive alien species of Member State

concern pursuant to Article 12(2);

(d) the action plafs) referred to in Article 13(2);
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(e) aggregated information covering the entireamati territory on the eradication
measures taken in accordance with Article 17 aadrthnagement measures
provided for in Article 19 and their effectivenesswell as on the impact on non-

targeted species;

(H  thenumberof the permitand the purpose for which they were grantezferred to

in Article 8;

() measures taken to inform the public about theepence of an alien species and any

actions that citizens have been requested to take;
(h) the inspections required under Article 8(8); dn

() information on the cost of action undertaken wmply with this Regulation,

when available.

2. Member States shall notify the Commission amorim the other Member States of the

competent authorities in charge of applying thig®Ration by ... .

0J: please insert dateene year following the publication of this Regulat in the
Official Journal of the European Union.
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3. By 1 June 2021the Commission shall assess éipplication of thisRegulation including
the list referred to in Article 4(1), the actiorapk referred to in Article 13(4), the
surveillance systentustoms controlseradication obligation and management obligations
and submit a report to the European Parliamentatite Councilwhich may be
accompanied by proposals for its amendment inctudiranges to the list in Article 4(1).
This review shall also examine the effectivenesshaf implementing provisions on
invasive alien species of regional concern, the deand feasibility to include native
species in the list referred to in Article 4(1) andhether further harmonisation is needed
to increase the effectiveness of the action plansl aneasures taken by the

Member States.

4. The Commission shall, by way of implementingsaapecify the technical formats for
reporting in order to simplify and streamline reptang obligations for the Member States
in relation to the information pursuant to paragrdpl of this Article. Those
implementing acts shall be adopted in accordancéwihe examination procedure
referred to in Article 27(2).

PE-CONS No/YY 20013/0307 (COD) XYZ-AB/OP-QR 63



Article 25

Information supporsystem

1. The Commission shgrogressivelyestablish an information suppaeststermecessary to
facilitate the application of this Regulation.

2. By ... the system shall include a data support mechainigrconnecting existing data
systems on invasive alien species, paying parti@aitantion to information on the
invasive alien species of Union concesa as to facilitate the reporting pursuant to
Article 24.

This data support mechanislnshall become a tool to assist the Commisaiut the

Member Statesn handling the relevant notifications requirediicle 16(2).

3. By .. the data support mechanism referred to in paphg2ashall become a mechanism
for exchanging information on other aspects ofapplication of this Regulatioft may
also include information on invasive alien specieEMember State concern, pathways,

risk assessment, management and eradication measusen available.

*

OJ please insert date - one year from the datewiry into force of this Regulation.
0J please insert date - four years after the datentry into force of this Regulation.
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Article 26

Public participation

| Where action plans are being established pursoahticle 130f this Regulationand where
measures are being established pursuant to A8l this RegulationMember States shall
ensure that the public is given early and effectipportunities to participate in their preparation,
modification or review using the arrangements alyedetermined by the Member States in
accordance with the second subparagraph of A2i@eof Directive 2003/35/EC.

Article 27

Committee

1. The Commission shall be assistecabjommittee Thatcommitteeshall be a committee
within the meaning of Regulation (EU) No 182/2@kid may be assisted in its tasks by
the Scientific Forum referred to in Article 28

2. Where reference is made to this paragraph,larfiof Regulation (EU) No 182/2011
shall apply.
3. Where the committee delivers no opinion, the Goission shall not adopt the draft

implementing act and the third subparagraph of Aste 5(4) of Regulation (EU)
No 182/2011 shall apply.
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Article 28

Scientific Forum

The Commission shall ensure the participation ofpresentatives of the scientific community
appointed by the Member States to provide adviceuon scientific question related to the
application of this Regulation, in particular as gards Articles 4, 5, 10 and 18. They shall meet
in a Scientific forum. The rules of procedure of & forum shall be established by

the Commission.

Article 29

Exercise of the delegation

1. The power to adopt delegated acts is confemetti@ Commission subject to the

conditions laid down in this Article.

2. The] powerto adopt delegated actsferred to in Article 5§) shall be conferred on the
Commission fom period of five years from ... The Commission shall draw up a report
in respect of the delegation of power not later thaine months before the end of the
five-year period. The delegation of power shall taeitly extended for periods of an
identical duration unless the European Parliament the Council opposes such

extension not later than three months before thedenf each period.

0OJ: please insert the date of entry into forcetbfs Regulation.
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3. The delegation of power referred to in Artic[8)5may be revoked at any time by the
European Parliament or by the Council. A decismrewvoke shall put an end to the
delegation of the power specified in that decisloehall take effect the day following the
publication of the decision in ti@fficial Journal of the European Union or at a later date

specified therein. It shall not affect the validitfyany delegated act already in force.

4. As soon as it adopts a delegated act, the Castonishall notify it simultaneously to the

European Parliament and to the Council.

5. A delegated act adopted pursuant to Article 5@l enter into force only if no objection
has been expressed either by the European Parliamére Council within a period of
two months of notification of that act to the Eueap Parliament and the Council or if,
before the expiry period, the European Parliamedtthe Council have both informed the
Commission that they will not object. That peritdk be extended by two months at the

initiative of the European Parliament or of the Gal
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Article 30

Penalties

1. Member States shall lay down fv@visions on penaltieapplicable tanfringements of
the provisionsof this Regulation. Member States shall taketallmeasuresecessarf to

ensure that they aepplied.

2. Thepenaltiesprovided forshall be effective, proportionate and dissuasive.
3. The penalties provided may include, inter alia:
(@) fines;

(b) seizureof the non-compliant invasive alien species ofdmmoncenl ;

(c) immediate suspension or withdrawal of a permit gtad in accordance with
Article 8.

4. By ..., Member States shatbmmunicate to the Commission the provisions reéstito in

paragraph 1 and any subsequent amendments theratbout delay

0OJ: please insert date - one year from the datepfry into force of this Regulation.
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Article 31

Transitional provisions for non-commercial owners

1. By way of derogation fromoints (b) and (d) oArticle 7(1)| , owners of companion
animals not kept for commercial purposes that lgetorthe species included on the o§t
invasive alien species of Union conceshall be allowed to keep them until the end of the

animals' natural life, provided the following cotioins are met:

(@) theanimalswere kept before their inclusion on the binvasive alien species of

Union concern

(b) theanimalsare kept in contained holding and all appropnmagasures are put in

place to ensure that reproduction or escape arpassible.

2. Competent authorities shédke all reasonable steps ioform non-commercial owners of
the risks posed by keeping the specimens refeoredgaragraph 1 and the measures to be
taken to minimise the risk of reproducing and esuafhrough awareness-raising and

education programmes organised by Member States.

3. For non-commercial owners who cannot ensuretfigatonditions set out in paragraph 1
are metthe invasive alien species of Union concern shatitibe permitted to remain
with that owner.Member Statemay offer to them the possibility of having their
specimens taken over from theWhere this occurslue regard to animal welfasball

be given.

4. The specimens referred to in paragraph 3 of tAgicle may be kept by the
establishments referred to in Article 8 or in faities specially set up for that purpose.
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1.

Article 32

Transitional provisions for commercial stocks

Keepers of a commercial stock of specimens\adive alien species acquired before their
inclusion on the lisbf invasive alien species of Union conceshall be allowed up to two
years after inclusion of the species in that bskéep and transport in order to sell or hand
over live specimens or reproducible parts of thepseries to the research or ex-situ
conservation institutionand medicinal activitieseferred to in Article 8, provided that the
specimens are kept and transported in containetinigohnd all appropriate measures are
put in place to ensure that reproduction or eseap&ot possible, or to slaughtar

humanely cullthem to exhaust their stock.

Selling or handing over live specimens to nonramercial users shall be allowed for one
year after inclusion of the species in the listiolvasive alien species of Union concern
provided that the specimens are kept and transpaitecontained holding and all
appropriate measures are put in place to ensurettreproduction or escape are

not possible.

Where a permit has been issued in accordanbeAnticle 6 of Regulation (EC)

No 708/2007 for an aquaculture species that isespusntly included in the list of alien
species of Union concern, and the duration of #rengt exceeds the period referred to in
paragrapt of this Article,the Member State shall withdraw the permit in adance with
Article 12 of Regulation (EC) No 708/2007 by thelexi the period referred to in
paragrapt of this Article.
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Article 33

Entry into force

1. This Regulation shall enter into force pa January]] of the yearfollowing its
publication in theDfficial Journal of the European Union.

2. This Regulation shall be binding in its entiretyatirectly applicable in all
Member States.

Done at ...,
For the European Parliament For the Council
The President The President
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