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Proposd for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising
from their Utilization in the Union

(Text with EEA relevance)

THEEUROPEAN PARLIAMENT AND THECOUNCIL OF THEEUROPEAN UNION,

Having regard to the Convention on Biolodcd Diversity and to the Nagoya Protocol on
Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from
their Utilization,

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

Having regard tothe proposa from the European Commission,

After transmission of the draft legslative act tothe nationd Parliaments,
Having regard tothe opinion of theEuropean Economic and Socid Committee',
Having regard tothe opinion of the Committee of theReg'onsz,

Acting in accordance withthe ordinary legslative procedure,

|Whereas:
! oJc,,p..
QJc,,p..
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(-1) The Union has put in place an ‘EU Biodiversity Srategy to 2020', which commits it to

steppingup itscontribution to averting doba biodiversity lossby 2020 .

D

2

A Dbroad range of users and suppliersptayers in the Union, including academic
researchers and companies from different sectors of industry, use genetic resources for
research, development and commercidisation purposes; some aso use traditional
knowledge associated with genetic resources._Research and development activities
imply nat only the study and analysis of the genetic or biochemical composition of
genetic resources but also measures to generate innovation and practical applications.
The successful implementation of the Nagoya Pratocol also depends on the way in
which users and suppliers of genetic resources or traditional knowledge associated
with genetic resources are able to negotiate agreed conditions for the promotion of
biodiversity conservation in accordance withthe ‘EU biodiversity strategy to 2020'.

Genetic resources represent the gene pool in bath naurd and cultivated or
domesticated stocks and play asignificant and growing role in many economic sectors
including food production, forestry, biotechnology, development and production of
medicines, cosmetics or development of bio-based sources of rerewsable—energy.
Genetic resources play a significant role in the implementation of stratedes designed
torestore damaged ecosy stemsand safequard endangered species.

(28) _The Union recoonises the interdependence of all countries with regard to _cenetic

resources for food and agriculture, as well as the specid nature and importance of
those resources for achieving food security worldwide and for the sustaingble
development of agriculture in the context of poverty dleviation and climate change,
and acknow! edoes the fundamenta role of the International Treaty on Plant Genetic
Resources for Food and Aariculture and the FAO Commission on Genetic Resources
for Food and Agriculture in thisregard.

(2b) Research on cenetic resources is gradually beingextended into new areas, especidly the

oceans, which are still the planet's least explored and least well-known environments.
The deep ocean in particular represents the last great frontier on the planet and is
atracting gowing interest in terms of research, progpecting and resource exploration.
In_this context, a sudy of the immense biodiversity to be found in degp marine
ecosygems is an emerging and hidhly promising area of research with a view to the
discovery of cenetic resources offering potentia applications for a wide range of

PUrposes.

(2c) It is recoonised practice to exchange al plant_genetic resources for food and agriculture

3)

for the pumposes of research, breeding and training under the terms and conditions of
the Standard M aterid Transfer Agreement (SM TA) edablished under the International
Treaty on Plant Genetic Resources for Food and Agiculture (ITPGRFA) as
determined in_the Memorandum of Understanding for _the establishment of the
European Genebank Integrated System (AEGIS); in accordance with Article 4.3 of the
Nagoy a Protocal, it is acknowledoed that such apracticeis supportive of, and does not
run counter to, the objectives of the Convention and theNagoya Protocol.

Traditional knowledge that is held by indigenous and local communities may provide
important lead information for the scientific discovery of potentidly
valuabl emrteresting genetic or biochemica properties of genetic resources_, including
the knowledge, innovations and practices of indigenous and local communities
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embodying traditiond lifestyles that are rdlevant for the conservation and sustainable
use of biologcd diversity. The richts of such communities, as lad down in
Convention No. 169 of the Internationa Labour Organisation on Indigenous and
Triba Peoples and dso set out in the UN Declaration on the Richts of Indigenous
Peoples adopted by the UN Generad Assembly in 2007 should be respected and Union
implementing measures should facilitate that am.

(3a) It is importat to recdl that, according to the European Patent Convention, plant and

animal varieties as well as biological processes for the produdion of plants and
animals are not_patentable. When inventions are based on _genetic resources or on
components of genetic resources, applications for a patent covering, inter dia, those
resources, products, including derivatives, and processes derived from the use of
biotechnology, or traditional knowledge associated with the genetic resources, should
indicate the resources and their orign should be provided to the rdevant authorities
and transmitted to the compeent authority. The same obligation should apply to new
plant variety richts.

(3b)  Competence and responsibility for the practica implementation of measures to

safequard indigenous and local communities within the Union in_access and ben€fit-
sharing arrangements would remain with M ember Sates and thair courts.

(4)  Theman internationa instrument governing access to and use of genetic resources is
the Convention on Biologcd Diversity (the Convention). Council Decision
93/626/EEC of 25 October 1993 concerning the Convention on Biological Diversity3
approved the Convention on behaf of the Union.

(4a8) Genetic resources should be preserved in situ and used in sustainable ways and the

benefits arising from their utilisation should be shared fairly and equitably. This would
contribute to poverty eradication _and, thereby, to achieving the United Nations
Millennium Development Goals, as acknowledoed in the preamble of the Nagoya
Protocol on Access to Genetic Resources and the Fair_and Equitable Sharing of
Benefits Arising from their Utilization to the Convention on Biolog ca Diversity (‘the
Naopy a Protocol’), adopted on 29 October 2010 by the Parties to the Convention. As
paties to the Convention, the Union and most of its M ember States have signed the
Nagoy a Protocol. Capacity to effectively implement that Protocol should be supported.

(4b) Benefit-sharing should be seen in acontext where biodiversity -rich developing countries

dominate the provision of cenetic_resources, while users are_mainly found in
developed countries. In addition to having the potentia to contribute to conservation
and the sugainable use of biodiversity, access and benefit-sharing can aso contribute
to_povety eadication and environmenta sustainability and thereby to progress
towards the M illennium Development Gods, as acknowledoed in the preamble of the

3 OJ L 309, 13.12.19993, p. 1.
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Nagoya Protocol. The inplementation of the Nagoya Pratocol should aso am to
redise that potentid.

(4c) Therioht to food, laid down in Article 25 of the Universal Declar ation of Human Riohts

and Article 11 of theInternationa Covenant on Economic, Socia and Cultura Ridhts,
as wel as the richt to the enjoyment of the hicghest attainable standard of hedth
recoocnised in Article 12 of the Internationd Covenant on Economic, Social and
Culturd Ridhts, are of superior importance and should alway sbe protected.

(4d) As is the case with genetic resources, traditiona knowledoe associated with such

()

(6)

resources is largely concentrated in developing countries, in particular in indi genous
and local communities. The ridghts of such communities laid down in Convention No
169 of the Internationa Labour Organisation on Indigenous and Triba Peoples and
also set out inthe UN Declaration on the Rights of Indigenous Peoples adopted by the
UN Generd Assembly in 2007 should be respected and Union implementing measures
should facilitate this.

The Convention recognises that states have sovereign rights over natura resources
found within their jurisdiction and the authority to determine access to their genetic
resources. The Convention imposes an obligation on dl Parties to facilitate access to
genetic resources, for environmentaly sound uses by ather Parties .-over which they
hold sovereign rights. It dso makes it mandatory for al Parties to take measures to
share in a far and equitable way the results of research and development and the
benefits arising from the commercia and other utilization of genetic resources with the
Party providing these resources. Such sharing shal be upon the prior informed consent
requirement of the country of orign of this resource and the benefits shall be based on
mutualy agreed terms. The Convention also addresses access and benefit-sharing in
reaion to the knowledge, innovations and practices of indigenous and local
communities relevant for the conservation and sugainable use of biologca diversity.
Genetic resources should, indeed, be utilized in abaanced and sustainabl e manner and
loca communities legtimatey involved, for it is only in that way that opportunities,
developments, and benefits arising from their utilization can be shared fairly and
equitably among al Parties.

The Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable
Sharing of Benegfits Arising from Their Utilization to the Convertion on Biolog cal
Diversity (the NagoyaProtocol) is an international treaty adopted on 29 October 2010
by the Parties to the Convention®. The Nagoya Protocol further detailssigaHicantiy-
epands the general rules of the Convention on access and monetary and non-
monetary benefit-sharing for the utilisation and subsequent commercidisationdse of
genetic resources and traditiona knowledge associated with genetic resources.

Annex | to Document UNEP/CBD/COP/DEC/X/1 of 29 October 2010..
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(7)

Council Decision xxxx/xx/EU of [date] on the conclusion of the Nagoya Protocol on
Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising
from their Utilization to the Convention on Biological Diversity” approved the Nagoy a
Protocol on behaf of theUnion.

(7a) _The Nagoya Pratocol applies to cenetic resources faling within the scope of Article 15

(8)

of the Convention as opposed to the wider scope of Article 4 of the Convention. This
implies that the Nagoya Pratocol does not extend to the full jurisdictiona scope of
Article4, such as to activities taking placein marine areas bey ond nationa jurisdi ction.

Nonethdess, nothing in the Nagoy a Protocol prevents Patties to it from extending its
principlesto activities taking place in such marine aress.

It is important to sd out a clear and sound framework for implementing the Nagoya
Protocol and the relevant provisions of the Convention that should support its main

objective, notably the conservation of biologcd diversity, the susainable use of its
components and the fair and equitable sharing of the benefits arising from the
utlllzatlon of qenetlc Iesources. ThIS includes preventlnq eqhaqee—eppemun%

esaqt-ld—t-e—p#eocent—the use of |IIengy acquwed genet|c resources or tradmonal
knowledge associated with geretic-such resources in the Union_It is also essentid to

enhance opportunities available for nature-based research and development activities

in_the Union, in paticular by inproving the conditions for legal certainty in
connectlon W|th the use of qenetlc resources and tradltlond knowledqe-md—te—suppeﬁ

(8a) Utilisation of illegdly acquired genetic resources, or subsequent commercidisation of

products based on such resources or associated traditiond knowledoe should be
prohibited.

(8b) The framework created by this Requlation is needed also to maintain and increase trust

(9)

(10)

between Parties, indigenous and loca communities, and stakeholder groups involved
in access and benefit-sharing of genetic resources.

In order to ensure legd certainty, it is important that the rules implementing the
Nagoya Protocol should only goply to new acquisitions or new utilisations of genetic
resources and traditiona knowledge associated with genetic resources that—are
accessed take place or commence after the entry into force of the Nagoya Protocol for
the Union.

Council Decision 2004/869/EC of 24 February 2004 concerning the conclusion, on
behalf of the European Community, of the International Tresty on Plant Genetic
Resources for Food and A griculture International Treaty on Plant Genetic Resources
for Food and A gi culture® approved that Treaty on behaf of the Union. That Treaty
constitutes a specidized international access and benefit-sharing instrument that
should not be affected by the rules implementing the Nagoy a Protocol.

oJ
OJ L 378, 23.12.2004, p. 1.
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(11)

(12)

(13)

(14)

It is important to define, in accordance with the Nagoya Protocol, that use-utilisation
of genetic resources refers to research and development on the genetic or biochemical
composition of samples—ef-genetic resources . Research and development should be
understood to mean the investigation and study of the genetic or biochemical
composition of genetic resources in order to establish facts and reach conclusions,

|nclud|nq the creatlon of mnovatlons and practica aopllcatlonsmete:;d—wmm

It seems important to recal CBD Decision 11/11 paragraph.2 — as confirmed by CBD
Decision X/1, paragrgph 5 — that reaffirms the exclusion of human genetic resources
from the framework of the Convention.

There is currently no internationally agreed definition on "traditiona knowledge
associated with genetic resources” or on "holding" such knowledge by an indigenous
and local community. Internationa definitions of those terms and concepts are being
negotiated in the Intergovernmental Committee of the World Intellectuad Property
Organization. Therefore, in order to ensure flexibility and legal certainty for providers
and users, this Regulation should make ref erence to traditiona knowledge associated
with genetic resources as described in benefit-sharing agreements.

With aview to ensuring an eff ective implementation of the Nagoya Protocol, all users
of genetic resources and traditional knowledge associated with such resources should
have to exercise due diligence to ascertain tha the genetic resources and associated
traditional knowledge used were accessed in accordance with applicable legal
requirements and to ensure that,~whererdevant; benefits are shared. However, gven
the diversity of users within the Union it is nat gopropriate to oblige dl users to take
the same measures for exercising due diligence.

Thearatare only minimum features of
due-dit-gence-measures-sheuld-be-saet—out—T he gecific choices taken by users on the

tools and measures applied for exercising due diligence should be supported through
the recognition of best practices as well as eemplementary—measdres—th-suppor—of
sectora codes of conduct, model contractud clauses, and guideines with a view to
increasing lega certainty and reducing costs. The obligation on users to keep
information relevant for access and benefit-sharing should be limited in time,
consistent with the time-spanfor an eventua innovation.

(14a) The successful implementation of the Nagoya Protocol depends on users and providers

(15)

of cenetic resources or_of traditiona knowledge associated with genetic resources
negotiating mutualy agreed terms that not only lead to fair benefit-sharing, but also
contribute to the Nagoy a Protocol's wider objective of contributing to the conservation
of biologcd diversity.

The due diligence obligation should apply to dl users irrespective of ther size,
including to micro-enterprises and smal and medium-sized companies. Excluding
these actors from the sy stem would entirdly undermine its effectiveness. It would also
run against the internationa obligations of the Union under the Nagoya Protocol.
However, the Regulation should offer a range of measures and tools to enable micro-
enterprises and small and medium-sized companies to comply with their obli gations at
low cost and with high legd certainty.
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(17)

(18)

(19)

Users should declare at identified points in the chain of activities that eenstitute-use
that-they have exercised due diligence , and provide evidence to that effect. Suitable
points for such declarations are_ upon the establishment of prior informed consent and

mutualy agreed terms, upon receiptreseiving of public—research funding when
applying for intellectua property rights at relevant nationd, redond or international

institutions funds; whenre a market approva for a product developed on the basis of
genetic resources is requested or a the time of commercidisation where a market
goprova is not required. Notably, the declaration made upon goplying for intellectual
property rights or eesasien-ef-requesting market gpprova would nat conditute part of
the approva procedure as such and would be directed to competent authorities
established under thisRegulation.

Collecting of genetic resources in the wild is mostly undertaken by private collectors
and companies, often serving commercia fer—ren-commercia—purposes, and by
academic-by—university-based researchers or ealectersscientific institutions serving
non-commercial purposes. In the vast mgority of cases and in amost al sectors,
access to newly collected genetic resources is ganed through intermediaries,
collections, or agents that acquire genetic resources in third countries, both
commercially and non-commercidly . This Regulation should ensure that the
provisions of mutualy agreed terms for the initial access relevant for third party
transfer are followed by dl parties involved. In many cases subsequent utilisation or
commercialisation could reguire new prior mutually agreed terms.

M ost Collections are maerthe most accessible suppliers of genetic resources and
traditiona knowledge associ ated with genetic resources used-utilised in the Union. As
suppliers they can play an importart rolein helping other users in the chain of custody
to comply withtheir obligations. In order to do so asystem of Union trusted-registered
collections should be set in place. It wedld-ensures that coll ections regstered a Union

level included-inthetregisteof- Union-trusted-collections-effectively apply measures to

only supply samples of genetic resources to third persons with documentation
providing evidence of legal acquisition and the establishment of mutually agreed terms,
where required. A sysgem of Union trusted-regstered collections should substantialy
lower the risk that illegally acquired genetic resources are used-utilised in the Union.
Competent authorities of Member States would verify if a collection meets the
requirements for recognition as a Union redstered trusted—collection, including
demonstrating the capacity to regpect the broad objectives of the Nagoya Protocol in
terms of achieving a fair and equitable sharing of the benefits arising from the
utilisation of genetic resources and contributing to the conservation of biodiversity.
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(19a)

Users tha acquire a genetic resource from a collection listed in the Union regster
should be considered to have exercised due diligence as regards the seeking of dl
necessary information. This should prove particularly beneficial for academic
researchers as well as smal and medium sized enterprises.

Union regstered collections should adhere to the objective of the Nagoya Protocol.

(20)

(21)

(22)

(229)

They should contribute to awareness raising and capacity-building, in line with tha

Protocol's Articles 21 and 22, to the extent that the resources at their disposa so permit.

Competent authorities may consider providing funding to collections for such
activities. Every Union redstered collection should seek to contribute to efforts to
document traditiona knowledge associated with genetic resources, in cooperation with
indigenous and loca communities, authorities, anthropologsts and other actors, as
appropriate. Such knowledge should be handled with full respect for relevant rights.
Information on such knowledge should be publicised when this serves and does not in
any way contravene or hamper the protection of relevant rights .

Competent authorities of M ember Sates should check whether users comply with
their obligations. In that context, competent authorities should accept internationaly
recognised certificates of compliance as evidence that the genetic resources covered
were legally acquired and that mutudly agreed terms were established. When an
international certificate is not available, other legaly acceptable forms of compliance
should be considered evidence that the genetic resources covered were legaly
acquired and that mutualy agreed terms were established. Competent authorities
should aso keep records of the checks made and relevant information should be made
available in accordance with Directive 2003/4/EC of the European Parliament and of
the Council of 28 January 2003 on public access to environmentd information.’

M ember States should ensure that infringements of the rules constituting the sy sem of
implementation of the Nagoya Protocol by users are sanctioned by means of effective,
proportionateand dissuasive pendlties.

Taking into account the internationa character of access and benefit-sharing
transactions, competent authorities of the M ember States should cooperate between
themsdves, with the Commission, and with authorities of third courtries to comply
withther duties within thesy stemfor implementing the Nagoy a Protocol.

The Union should act in a proactive manner to ensure the objectives of the Nagoya

(23)

Protocol regarding dobal multilateral benefit-sharing mechanisms are achieved in
order to increase resources to support conservation of biological diversity and the
sustainable use of its componentsdobally.

A Union platform on access and fair and equitable benefit-sharing should enable
discussions on and contribute to the sreamlining of access conditions in M ember
Sates, the design and performances of access and benefit sharing reg mes, simplified
access and benefit-sharing for non-commercia research, access and benefit-sharing
practices of collections in the Union, access of Union stakeholders in third countries
and the sharing of best practices. The Union platform should fully respect M ember
State competences and aim to ensure, as appropriate, the involvement of indigenous
and loca communities in accordance with the Nagoy a Protocol.

OJ L 41, 14.2.2003, p. 26.
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(24)

(25)

(26)

(27)

(28)

The Commission and the Member States should take appropriate complementary
mesasures to enhance the eff ectiveness of implementing this Regulation and to lower
costs, paticularly where this would benefit academic researchers and smal and
medium sized enterprises.

In order to take into account the inherently internationa character of access and
benefit-sharing activities, the Commission should aso consider whether cooperation
with third countries or regons could support an effective application of the system
crested for implementing the Nagoy a Protocol.

The date of entry into force of this Regulation should be directly correlated to the
entry into force of the Nagoya Protocol in order to ensure equa conditions a the
Union and dobd levels in activities related to access and benefit sharing of genetic
resources. The Nagoya Protocol will enter into force on the ninetieth day after the
deposit of the fiftieth ingrument of ratification, acceptance, gpprova or accession by
Saes or regonal economic integraion organisations that ae Parties to the
Convention.

In order to ensure uniform conditions for the implementation of this Regulation,
implementing powers should be conferred on the Commission. Those powers should
be exercised in accordance with Regulation (EU) No 182/2011 of the European
Parliament and of the Council of 16 February 2011 laying down the rules and general
principles concerning mechanisms for control by the Member Saes of the
Commission's exercise of implementing powers®.

The objectives of this Regulation are to minimise the risk that illegally genetic
resources or traditional knowledge associated with genetic resources are used in the
Union, and to support the fair and equitable sharing of benefits resulting from the use
of genetic resources or traditiona knowledge associated with genetic resources upon
mutualy agreed terms. These cannot be achieved by the M ember Sates individualy,
and can therefore, by reasons of their scale and to ensure functioning of the internal

market, be better achieved a Union leve. The Union may therefore adopt measuresin
accordance with the principle of subsidiarity as set out in Article 5 of the Treaty on
European Union. In accordance with the principle of proportiondity, as set out in tha
Article, this Regulation does not go beyondwhat is necessary to achieve itsobjectives.

OJ L 55, 28.2.2011, p. 13.
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HAVE ADOPTED THISREGULATION:

Article 1
Subject matter

This Regul aion establishes rules governing compliance with access and benefit-sharing for
genetic resources and traditiona knowledge associated with genetic resources, in accordance
with the provisions of the Nagoya Protocol on access to genetic resources and the fair and
equitable sharing of benefits arising from ther utilisation to the Convention on Biologcal
Diversity (theNagoya Protocol).

la _Theobjective of this Requlation is the fair and equitable sharing of the benefits arising
from the utilisation of genetic resources, thereby contributing to the conservation of biological
diversity and the sustainable use of its components, in accordance with the objectives of the
Convention on Biolodca Diversity (‘theConvention’).

1b This Requlation lays down obligeations for users of genetic resources and traditional
knowledge associated with genetic resources. The sysem for implementing the Nagoya
Protocol _established by this Requlation also includes arrangements for facilitating user
compliance with their obligations and a framework for monitoring and control arrangements
to be drawn up_and pu in place by the M ember Sates of the Union. This Reaulation also
includes provisions encouragng activities by relevant actors to raise awvareness of the
importance of genetic resources and traditiona knowledge associ ated with genetic resources
and related access and benefit-sharing issues, as well as activities contributing to cgpacity -
building in developing countries, in line with the Nagoy a Protocol's provisions.

Article 2
Scope

This Regulation applies to genetic resources over which states exercise sovereign rights and to
traditional knowledge associated with genetic resources that are accessed after the entry into
force of the Nagoya Protocol for the Union. It aso gpplies tothe benefits arising from the use
utilisation of such genetic resources and to traditiond knowledge associated with genetic
resources.

This Regulaion does not apply to genetic resources for which access and benefit-sharing is
governed by aspecidised internationa instrument towhich the Union is aParty.

This Regulation does not apply to genetic resources from a country of origin which decided
not to adopt domestic _access rules in_conformity with the reguirements of the Nagoya
Protocol in place or to commodity trade in generd. Due regard should be paid to useful and
relevant_ongoing work or practicesunder other internationa organisations.

Article 3

Definitions

10
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For thepurposes of this Regulation, the following definitions apply:

Q) "Nagoya Protocol” means the Nagoya Pratocol on Access to Genetic Resources and
the Far and Equitable Sharing of Benefits Arising from their Utilization to the
Convention on Biologcad Diversity;

(2 "genetic materid” means any materid of plant, animal, microbid or other orign
containing functiond units of heredity;

3 "genetic resources” means genetic materid of actua or potentia vaue_or derivatives
thereof ;

(3a) ‘derivativeé means a naturdly occurring biochemicad compound resulting from the
genetic_expression _or_metabolism of biolodca or genetic resources, even if it does not
contain functiona unitsof heredity:

3)(4) "access' means the acquisition of genetic resources or of traditiona knowledge
associated with genetic resources in a Party to the Nagoya Pratocol in accordance
with the gplicable domestic access and benefit-sharing legslation or regulatory
requirements of that Party.

“)(5) "user" means a natura or legal person utilisdsing genetic resources or traditiona
knowledge associated with genetic resources or who subseguently commercidises
genetic resources or products based on genetic resources or traditiona knowledoe
associated with genetic resources;

(6) "use-utilisation of genetic resources” means to conduct research and development on
the genetic or biochemica composition of genetic resources_including throuch the
application of biotechnology ;

(6a) ‘commercialisation’” means for the pumposes of this Requlation the making available of a
product on theUnion market:

(6b) ‘biotechnology’ means any technolod ca application that uses biolodcal systems, living
organisms, or derivatives thereof, to make or modify products or processesfor specific use:

SB)7)  "mutualy agreed terms" means the contractua arrangement concluded between a
provider of genetic resources or of traditiona knowledge associated with genetic
resources and a user of such resources or knowledge, that sets out specific conditions
for thefar and equitabl e sharing of benefits arising from such use, and that may aso
include further conditions and terms for the use of such resources or knowledge;

(8) "traditiona knowledge associated with genetic resources” means traditiona
knowledge held by an indigenous or loca community tha is relevant for the use of
genetic resources and that is as such described in the mutualy agreed terms applying
tothe use of genetic resources;

(8 @ ‘illegally acquired genetic resources’ means genetic resources and traditional knowledge
associated with genetic resources acquired in contravention of the applicable international and
nationa law on access and benefit-sharing in the country of orign:;

11

EN



EN

| £6)(9) "collection" means an ensemble of coll ected samples of genetic resources and related

information that is accumulated, stored, and taxonomicaly identified, whether
owned by public or privateentities;

£A(10) "association of users" means alega person representing the interess of userstha is

involved in developing and overseeing best practices under Article 8 of this
Regulation.

8)(11) "internationally recognised certificate of compliance’ means an access permit or its

equivalent issued by a competent nationa authority in accordance with Article
6(3)(e) of the Nagoya Pratocol, that is made available to the Access and Benefit-
sharing Clearing-Housg;

£9)(12) "Access and Benefit-sharing Clearing-House" means the gobal infor mation-sharing

portd established under Article 14(1) of the Nagoya Protocol.

Article 4

Obligetions of users

-1. Utilisation of illegdly acquired genetic resources shall be prohibited in the Union.

1.

Users shal exercise due diligence to ascertain that genetic resources and traditiona
knowledge associated with genetic resources used were accessed H-ascordance-with
prior informed consent and based on mutually agreed terms as defined by applicable
access and benefit-sharing legislation or regulatory requirements and tha—where
relevant; benefits are fairly and equitably shared upon mutuahy—those agreed terms.
Users shal seek, keep, and transfer to subsequent users dl information and
documents relevant for access and benefit-sharing and for compliance with the
provisions of this Regulation.

la Genetic resources and associated traditional knowledoe shal only be transferred to ather

users in accordance with the internationaly recognised certificate of compliance and
mutudly agreed terms, or prior informed consent and mutually agreed terms. In the
absence of mutualy agoreed terms or if subseguent users envisage utilising such
cenetic resources or_traditional knowledge under_conditions that are not_included in
the prior terms, those users shal be required to seek mutudly agreed terms from the
country of orign.

Usersshall:

(& seek, keep and transfer to subsequent users information on_the internationally
recoonised certificate of compliance, in the case of genetic resources acquired
from Parties to the Nagoya Pratocol tha have requlated access to their genetic
resources in compliance with Article 6 of the Nagoya Protocol, as wel as on
the content of the mutualy agreed terms, and information on:

(1) the date and place of access of genetic resources and traditional
knowledge associated with such resources,

12
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(b)

(©)

(2)

3)

(4)

the description of genetic resources or traditional knowledge associated
with such resources used, including available unique identifiers;

the source from which the resources or the knowledge were directly
obtained as well as subsequent users of genetic resources or traditiona
knowledge associated with such resources;

the presence or absence of rights and obligations related to access and
benefit-sharing;

(5) access desisienrs-permits and mutudly agreed terms,_including benefit-

sharing arrangements, where gpplicable;

(5)(6)the application of access and benefit sharing requirements of specialised

internationa instruments within the meaning of Article 2, that may limit
or_reduce the user's obligations under this Reaulation. In this case the
information shal aso indicate that the utilisation is covered by the
specidised instruments;

obtain additiond information or evidence where uncertainties about the legaity
of access and use persist; and

obtain a proper access permit, establish mutualy agreed terms, or discontinue
the use where it appears that access was not in accordance with applicable
access and benefit-sharing legislation or regulatory requirements.

Users shal keep the information relevant for access and benefit-sharing for twenty
yearsafter theend of the period of utilisation or subsequent commercidisationse.

Users acquiring a genetic resource from a collection listed in the Union register of
truged collections referred to in Article 5(1) shal be considered to have exercised
due diligence as regards the seeking of information relevant to access and benefit-
sharing for genetic resources and traditional knowledge associated with genetic

resources.

4a. The Commission shal be empowered to adopt delegated acts in accordance with Article

14ain order to establish therules for benefit-sharing in accordance with paragraph 4aby ... 1.

Those rules shal reguire benefit-sharing at least at the levd of best practice in the sector

concerned and establish conditions for thesharing of non-monetary benefits.

1 OJ: six months after the entry intoforce of this Reaulation.

4b. Users, when negotiating mutudly agreed terms with providers of genetic resources or of

traditional knowledoe associated with genetic resources, shall seek to ensure that such terms

contribute tothe conservation of biolodca diversity and the sustainable use of its components

and to technology transfer to developing countries.

Aicle b
Ui  collect
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information exercised-du

Article 6

Competent authorities and foca point

Each M ember State shadl designate one or more competent authorities reponsible for
the application of this Regulation. M ember Sates shal notify the Commission of the
names and addresses of their competent authorities as of the entry into force of this
Regulation. Member Sates shal inform the Commission withou deday of ay
changes tothe names or addresses of the competent authorities.

The Commission sha | make public, including on theinternet, a list of the competent
authorities. The Commission shal keep the list up to date, particular atention shall
be paid to the outermost redons, bearingin mind the sionifi cance and fradlity of the
cenetic resources found on their territories, and with a view to preventing any
abusive exploitation.

The Commission shal designate a focal point on access and benefit-sharing
responsible for providing information to gplicants seeking access to genetic
resources and traditional knowledge associ ated with such resources in the Union and
toliase withthe Secretariat of the Convention on Biologca Diversity.

(3a) _The focal point desionated by the Commission pursuant to paragraph 3, shal
ensure consultation with the reevant Union bodies esablished under, and nationa
authorities implementing, Council Requlation (EC) No 338/97° .

10JL 61,3.3.1997, p. 1.

3b. The competent authorities and the foca point on access and benef it-sharing shall
provide advice to the public and padentid users seeking information on the
implementation of this Reaulation and of the relevant provisions of the Convention
and the Nagoy a Protocol in the Union.

Article 7

M onitoring user compliance

Users shal declare to the competent authorities esablished under Article 6(1) that
they have fulfllled the obllqatlons under Article 4 and shail submit the related
A e4-on the occasion of;
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a__establishing prior informed consent and mutudly agreed terms;

b receiving research funding involving utilisation of genetic_resources and
traditiona knowledoe associated with genetic resources;

Cc gplying for patents or for new plant variety rights at relevant national,
regiond or_internationd _institutions covering, inter _dia, the accessed genetic
resources, products, including derivatives, and processes derived from the use of
biotechnology, or traditiona knowledge associated with the genetic resources;

d -reguesting market approva for a product developed on the basis of genetic
resources or traditiona knowledge associated with such resources, or

e a thetimeof commerciaisation whereamarket approval is not required.

3. Competent authorities shdl verify the information provided under points b to
e of paragaph 2 and transmit to the Access and B enefit Sharing Clearing House
M echanism, to the Commission and if appropriateto the compeent authorities of the

Sate concerned within three monthsCemmission-avery—two-years the information
recelv ed en-the-basis-eiparagraphs-t-and-2pursuant to this Article. The Commission

shall within three months summarise the information received and make it public in

an easily accessible, open, internet-based formatavaiable-to-the-A-ccess-and-Benefit-
sharing-Clearing House.

4, The Commission shall be empowered to adopt implementing acts to establish the
procedures for implementing paragraphs 1, 2 and 3 of this Article. Theimplementing
acts shall be adopted in accordance with the examination procedure referred to in
Article 15(2).
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Article 9
Checks on user compliance

The competent authorities shall carry out checks to verify if users comply with the
requirements set out in Articles4 and 7.

The checks referred to in paragaph 1 of this Article shall be conducted in
accordance with a periodically reviewed plan following a risk-based gpproach_of
which the key principles shall be laid down by the Commission in accordance with

the procedure referred to |n Artlcle 15(2)—When—da+elepmg—t—h+s—n—sk—basedaep¥eaeh

Additiona Ghesks-checks may—shal be conducted when a competent authority is in

possession of relevant information, including on the basis of substantiated concerns
provided by third parties, concerning a user’s non-compliance ef—a-use—with this
Regulation.

The checks referred to in paragraph 1 shdl include at least:

(8 examination of the measures taken by a user to exercise due diligence in
accordance with Article 4;

(b) examination of documentation and records that demonstrate the exercise of due
diligence in accordance with Article 4 in relation to specific use activities,

(c) onthespot checks, including fied audits;
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(d) examination of instances where a user was obliged to make declarations under
Article7.

Competent authorities shal accept an internationdly recognised certificate of
compliance as evidence that the genetic resource it covers has been accessed in
accordance with prior informed consent and that mutualy agreed terms have been
established, as required by the domestic access and benefit-sharing legislation or
regulatory reguirements of the Party to the Nagoya Protocol providing the prior
informed consent._In the event that an internationally recognised certificate is not
avallable, other leqally acceptable forms of compliance shall be consider ed suffici ent
evidence that the genetic resources covered were legaly obtained and that mutudly
ageed terms were established.

Users shal offer dl assistance necessary to facilitate the performance of the checks
referred to in paragraph 1, notably as regards access to premises and the presentation
of documentation or records.

Without prgudice to Artice 11, where, following the checks referred to in
paragraphs 1 and 3 of this Article, or following verification under Aricle 7 2
shortcomings have been detected, the competent authority shal issue a notice of
remedia actions to be taken by theuser.

If no positive or satisfactory response is dven by the user, andAdditionahy
depending on the nature of the shortcomings detected, M ember States may take
immediate interim measures, includinginter aiaseizureof illegaly acquired genetic
resources and suspension of specific use activities_including commercidisation of
products based on genetic resources and associated traditiona knowledge. Such
interim measures shall be effective, proportionateand dissuasive.

The Commission shal be empowered to adopt Hwrplementing-delegaied acts in
accordance with Article 14ato establish the procedures for implementing paragraphs
1 to 7 of this Article and to define procedural safequards, such as aright to apped.,

with regpect tothe prOV|S|ons under Artlcle7 end Artlcleﬁ 9to lllhamp#ement—mg

Article 10
Records of checks
The competent authorities shal keep records of the checks referred to in Article 9(1),
indicating in particular their nature and results, as wel as of remedia actions and
measures taken under Article 9(7).

Records of dl checks shal be kept for at least five years.

The information referred to in paragraph 1 shal be made available in accordance
with Directive 2003/4/EC_in an easily accessible, open, internet-based format.
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Article 11
Pendties

1. M ember States shdl lay down the rules on pendties applicable to infringements of
the provisions of Articles 4 and 7 of this Regulation and shall take al measures
necessary toensurethat they are implemented.

2. The pendties provided for must be effective, proportionate and dissuasive. Those
pendties may include:

(& fines_proportiona to the value of the use activities related to the genetic
resources concerned and that at |east effectivaly deprive those responsible of
the economic benefits derived from theinfringement;

(b) immediate suspension of specific use activities_including commercidisation of
products based on genetic resources and associated traditiona knowledoe;

(c) confiscation of illegdly acquired genetic resources.

3. M ember States shal notify therules referred to in paragraph 1 to the Commission by
[date] at the latest and shall notify it without delay of any subsequent amendments
affecting them.

Article 12
Cooperation
1. The competent authorities shall cooperate with each other, with the administrative

authorities of third countries and with the Commission in order to reinforce effective
coordination and ensure compliance of users with this Regulation._Cooperation shal
aso take place with ather rdevant actors, including collections, non-governmenta
organisations and representatives of indigenous and loca communities when this is
important for thecorrect implementation of the Nagoy a Protocol and this Requlation.

2. The competent authorities shal exchange information on the organisation of their
checking system for monitoring user compliance with this Regulation, on serious
shortcomings detected through checks referred to in Article 9(24) and Article 10

1 , and onthetypes of pendties imposed in accordance with Article 11 with the
competent authorities of other M ember Sates and withthe Commission.

2a.The Commission shal seek arrangements with the European Patent Office and with the
World Intdlectud Property Organization to ensure that references to genetic resources and
their oridn areincluded in patent registrations.

Article 13

Union platform on access and benefit-sharing

1. A Union platform on access to genetic resources and traditional knowledge
associated with genetic resources and on fair and equitable benefit-sharing is hereby
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established. M ember Satesthd plan to adopt rules governing access to their genetic
resources shal first conduct an assessment of the impact of those rules and submit
the results to the Union platform for consideration under the procedure laid down in
paragaph 5 of thisArticle.

The Union platform shall contribute tothe streamlining of access conditions a Union
level by discussing related issues, including the design and performances of access
regimes established in M ember States, the promotion of research which contributes
to the conservation and sustainable use of biolodca diversity, particularly in
developing countries, including simplified access for non-commercia research,
access practices of collections in the Union, access of Union stakeholders in third
countries on mutualy agreed terms after obtaining prior informed consent, benefit-
sharing practices,ard the implementation and further development sharirg-of best
practices, and the functioning of disputesettlement arrangements.

The Union platform may provide non-binding advice, guidance or opinions on issues
under its mandate. Any _such advice, aquidance or opinions provided shall have due
regard for the reguirement to involve the relevant indigenous and local communities
concerned.

Each M ember State and the Commission may nominate one regular member for the
Union plaform. Sakeholders and other experts in matters addressed by this
Regulation may be invited as gppropriate.

The Union platform will take decisions by the consensus of its regular members
participaing in a meeting. Decisions on procedure may be taken by a two-thirds
magority of the regular members participating in a meeting The first meeting of the
Union plaform shal adopt by consensus its detalled rules of procedure. The
Commission shal prepare, convene and chair themeetings of theplatform.

Article 14

Complementary measures

The Commission and theM ember Sates shdl, as eppropriate:

(& support information, awareness raising, and training activities to hep
stakeholders to understand their obligations under this Regulation;

(b) support the devdopment of sectord codes of conduct, mode contractud
clauses, guidelines and best practices, particularly where they would benefit
academic researchers and small and medium-sized enterprises;

(c) support the development and use of cost-effective communication tools and
systems in support of monitoring and tracking the use of genetic resources and
traditiona knowledge associated with genetic resources by collections and
users;

(d) providetechnicd and other guidance to users, taking into account the situaion

of academic researchers and smal and medium-sized enterprises, in order to
facilitate compliance with therequirements of thisRegulation.
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(da) take messures to support, including throudh existing research programmes,

collections that cortribute to the conservation of biolodcal diversity and
cultural diversity but which have insufficient means to redster their collections
in the Union redister:

(db) ensure that, in situations where genetic resources and associated
traditiona knowledge are utilised illegally, or not in compliance with prior
informed consent_ or mutudly agreed terms, providers who are competent to
gant access to genetic resources and sign mutually aoreed terms are entitled to
bring an action to prevent or stogp such utilisation, including through
injunctions, and to seek conmpensation for any damages resulting therefrom, as
well as, where appropriate, for theseizure of the genetic resources concerned;

(dc) encourage users and providers to direct benefits arising from the utilisation
or subsequent commer cialisation of genetic resources towards the conservation
of biolodcd diversity and the sustainable use of its components;

(dd) support, including throudh capacity-building, upon request, regonal
cooperation on benefit-sharing regarding transboundary _cenetic resources and
associated traditional knowledoe;

(de) consider the necessity for cresting catdloaues of the available genetic
resources originating from each M ember Sate in accordance with Article 7 of
the Convention, in order to have a better knowledoe of biodiversity:

(df) support research and development of cenetic cataloques both within the
Union and in third countries.

Article 14a

Exercise of the ddegation

1. The power to adopt ddegated acts is conferred on the Commission subject to the
conditions laid down in thisArticle.

2. The power to adopt delegated acts referred to in Article 4(4b) and Article 9(8) shall be
conferred on the Commission for a period of five years from ... 1 . The Commission shal
draw _up areport in repect of the delegation of power not later than nine months before the
end of thefive-year period. The delegation of power shdl betacitly extended for periods of an
identica duration, unless the Eurapean Parliament or the Council apposes such extension not
later than three monthsbefore the end of each period.

3. The ddegation of power referred to in Article 4(4a) and Article 9(8) may be revoked a
any time by the European Parliament or by the Council. A decision to revoke shall put an end
to the delegation of the power specified in that decision. It shall take effect theday following
the publication of the decision in the Officid Journd of the European Union or at alater date
specified therein. It shal not affect the vaidity of any delegated acts dready in force.

4. Assoon asit adopts a ddegated act, the Commission shall notify it simultaneously to the
European Parliament and to the Council.
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5. A ddlegated act adopted pursuant to Article 4(4a) and Article 9(8) shal enter into force
only if no objection has been expressed ether by the European Parliament or the Council
within a period of two months of notification of tha act to the Eurapean Parliament and the
Council or_if, before the expiry of that period, the European Parliament and the Council have
both informed the Commission that they will not object. That period shal be extended by two
monthsat theinitiative of the European Parliament _or the Council.

1 OJpleaseinsert date the date referred toin Article 17(1)

Article 15
Implementing acts

1. The Commission shall be assisted by a committee. That committee shal be a
committee withinthe meaning of Regulation (EU) No 182/2011.

2. Where reference is made to this paragaph, Article 5 of Regulation (EU) No
182/2011 shall apply.

3. Where the opinion of the committee is to be obtained by written procedure, that
procedure shall be terminated without result when, within the time-limit for ddivery
of the opinion, the char of the committee so decides or a two-thirds mgority of
committee members so request.

4, Where the committee delivers no opinion, the Commission shal not adopt the draft
implementing act and the third subparagraph of Article 5(4) of Regulation (EU) No
182/2011 shall apply.

Article15a

Consultation Forum

The Commission shall ensure a balanced participation of M ember Sates' representaives and
relevant provider organisations, user associ aions, inter-governmental and non-governmenta
organisations _as wel as representatives of indigenous and local _communities in_the
implementation of this Reaulation. Those parties shall contribute, in particular, to defining
and_reviewing delegated acts pursuant to Article 4(4a) and Article 9(8), and to the
implementation of Articles 5, 7 and 8, and any quidelines for establishing mutudly agreed
terms. The parties shal meet in_a consultation forum. The rules of procedure of that forum
shall be established by the Commission.

Article 16

Reporting and review
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M ember States shal submit to the Commission, three years after the date of entry
into force of this Regulation and every five years theredfter, a report on the
gpplicationof this Regulation.

Not later than oneyear after the time-limit for submission of the national reports, the
Commission shal draw up areport to be submitted to the European Parliament and

the Council. The report by the Commission shal include a first assessment of the
effectiveness of thisRegulation.

Every ten-five years after its first report the Commission shal, on the basis of
reporting on and experience with the application of this Regulaion, review the
functioning and eff ectiveness of this Regulation. In its reporting the Commission
shdl in particular consider the administrative consequences for specific sectors,
public research institutions, small or medium-sized enterprises and micro-enterprises.
It shall aso consider the need to review the implementation of the provisions of this
Requlation concerning traditional knowledge associated with genetic resources in
light of developments in other relevant international organizations and the need for
further Union action on access to genetic resources and traditional knowledge
associated with genetic resources with the view to implementing Article 5.2, Article
6.2, Article 7 and Article 12 of the Nagoya Protocol and respecting the rights of
indigenous and local communities.

The Commission shall report to the Conference of the Parties serving as the meeting
of the Parties to the Nagoy a Protocol on the measures that the Union and its M ember
Sates have taken to implement the Nagoy a Protocol.

Article 16a

Amendment to Directive 2008/99/EC

Directive 2008/99/EC of the European Parliament and of the Council of 19
November 2008 on the pratection of the environment through crimind law 1 is
hereby amended, with effect from ... * | as follows:

(1) in Article 3, thefollowing point is added:

“ (1) Ilegdl _acquiring of genetic resources’

(2) In Annex A, thefollowing indent is added:

“ -Reaulation (EU) No. .../2013 of the European Parliament and of the Council of ... on

Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising
from their Utilization in the Union'.

10JL 328, 6.12.2008, p. 28.

* OJ: oneyear ater thedate of entry into force of this Reaulation.
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Article 17
Entry into force and gpplication

1. The Commission shdl publish anotice in the Official Journal of the European Union
that the Nagoya Protocol has entered into force. This Regulation shall enter into
force on thetwentieth day following the publication of that notice.

2. Articles4 1 to 4 ,Artide7, and Article 9 shdl apply oneyear after the date
of entry intoforce of thisRegulation.

3. This Regulation shall bebinding in its entirety and directly applicable in all M ember
Sates.

Done at Brussels,

For the European Parliament For the Council
The President The President
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