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In amendments by Parliament, amendments to draft acts are highlighted in 
bold italics. Highlighting in normal italics is an indication for the relevant 
departments showing parts of the draft act which may require correction 
when the final text is prepared – for instance, obvious errors or omissions in 
a language version. Suggested corrections of this kind are subject to the 
agreement of the departments concerned.

The heading for any amendment to an existing act that the draft act seeks to 
amend includes a third line identifying the existing act and a fourth line 
identifying the provision in that act that Parliament wishes to amend. 
Passages in an existing act that Parliament wishes to amend, but that the draft 
act has left unchanged, are highlighted in bold. Any deletions that Parliament 
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DRAFT EUROPEAN PARLIAMENT LEGISLATIVE RESOLUTION

On the proposal 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
(COM(2012)0576 –  C7-0322/2012 – 2012/0278(COD))

(Ordinary legislative procedure: first reading)

The European Parliament,

– having regard to the Commission proposal to Parliament and the Council 
(COM(2012)0576),

– having regard to Article 294(2) and Article 192(1) of the Treaty on the Functioning of the 
European Union, pursuant to which the Commission submitted the proposal to Parliament 
(C7-0322/2012),

– having regard to Article 294(3) of the Treaty on the Functioning of the European Union,

– having regard to the reasoned opinion submitted, within the framework of Protocol No 2 
on the application of the principles of subsidiarity and proportionality, by the French 
Senate, the Italian Senate and the Swedish Parliament], asserting that the draft legislative 
act does not comply with the principle of subsidiarity,

– having regard to the opinion of the European Economic and Social Committee of 
20 March 20131,

– having regard to Rule 55 of its Rules of Procedure,

– having regard to the report of the Committee on the Environment, Public Health and Food 
Safety and the opinions of the Committee on Development and the Committee on 
Fisheries (A7-0000/2013),

1. Adopts its position at first reading hereinafter set out;

2. Calls on the Commission to refer the matter to Parliament again if it intends to amend its 
proposal substantially or replace it with another text;

3. Instructs its President to forward its position to the Council, the Commission and the 
national parliaments.

                                               
1  OJ C 0 of 0.0.0000, p. 0.
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Amendment 1

Proposal for a regulation
Recital 2

Text proposed by the Commission Amendment

(2) Genetic resources represent the gene 
pool in both natural and cultivated or 
domesticated stocks and play a significant 
and growing role in many economic 
sectors including food production, forestry, 
development of medicines, or development 
of bio-based sources of renewable energy. 

(2) Genetic resources represent the gene 
pool in both natural and cultivated or 
domesticated stocks and play a significant 
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 
energy. 

Or. en

Amendment 2

Proposal for a regulation
Recital 3

Text proposed by the Commission Amendment

(3) Traditional knowledge that is held by 
indigenous and local communities may 
provide important lead information for the 
scientific discovery of interesting genetic 
or biochemical properties of genetic 
resources.

(3) Traditional knowledge that is held by 
indigenous and local communities may 
provide important lead information for the 
scientific discovery of potentially valuable
genetic or biochemical properties of 
genetic resources, including knowledge, 
innovations and practices of indigenous 
and local communities embodying 
traditional lifestyles relevant for the 
conservation and sustainable use of 
biological diversity. The rights of such 
communities, as laid down in Convention 
No. 169 of the International Labour 
Organisation on Indigenous and Tribal 
Peoples and also set out in the UN 
Declaration on the Rights of Indigenous 
Peoples adopted by the UN General 
Assembly in 2007 should be respected and 
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Union implementing measures should 
facilitate that aim.

Or. en

Justification

This amendment is in line with Article 8 of the Convention on Biological Diversity and with 
the United Nations legislations. Indigenous and local communities greatly contribute to the 
conservation of biodiversity in situ through the preservation and application of traditional 
knowledge and should be recognized as such.

Amendment 3

Proposal for a regulation
Recital 3 a (new)

Text proposed by the Commission Amendment

(3a) It is important to recall that 
according to the European Patent 
Convention plant and animal varieties as 
well as biological processes for the 
production 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 alia, those  
resources, products, including derivates, 
and processes derived from the use of 
biotechnology, or traditional knowledge 
associated with the genetic resources, 
should indicate the resources and their 
origin should be provided to the relevant 
authorities and transmitted to the 
competent authority. The same obligation 
should apply to new plant variety rights.

Or. en

Justification

It is important to recall the essential point of non-patentability of living as stated by the 
European Patent Convention. For the sake of transparency and efficiency, and in order to 
enable better monitoring, the references to genetic resources and their origin should appear 
in patent registrations.
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Amendment 4

Proposal for a regulation
Recital 4 a (new)

Text proposed by the Commission Amendment

(4a) 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 acknowledged 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 Biological Diversity ("the Nagoya 
Protocol"), adopted on 29 October 2010 
by the Parties to the Convention. As 
parties to the Convention, the Union and 
most of its Member States have signed the 
Nagoya Protocol. Capacity to effectively 
implement that Protocol should be 
supported.

Or. en

Justification

It should not be forgotten how much of the world’s population is directly dependent on 
biodiversity as a source of income. The consequences of taking the wrong approach to genetic 
resources in the poorest regions of the world would be devastating for their inhabitants. The 
Nagoya Protocol acknowledged this fact and should therefore be implemented properly.

Amendment 5

Proposal for a regulation
Recital 5

Text proposed by the Commission Amendment

(5) The Convention recognises that states 
have sovereign rights over natural 
resources found within their jurisdiction 

(5) The Convention recognises that states 
have sovereign rights over natural 
resources found within their jurisdiction 
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and the authority to determine access to 
their genetic resources. The Convention 
imposes an obligation on all Parties to 
facilitate access to genetic resources over 
which they hold sovereign rights. It also 
makes it mandatory for all Parties to take 
measures to share in a fair and equitable 
way the results of research and 
development and the benefits arising from 
the commercial and other utilization of 
genetic resources with the Party providing 
these resources. Such sharing shall be upon 
mutually agreed terms. The Convention 
also addresses access and benefit-sharing 
in relation to the knowledge, innovations 
and practices of indigenous and local 
communities relevant for the conservation 
and sustainable use of biological diversity.

and the authority to determine access to 
their genetic resources. The Convention 
imposes an obligation on all Parties to 
facilitate access to genetic resources, for 
environmentally sound uses by other 
Parties, over which they hold sovereign 
rights. It also makes it mandatory for all 
Parties to take measures to share in a fair 
and equitable way the results of research 
and development and the benefits arising 
from the commercial and other utilization 
of genetic resources with the Party 
providing these resources. Such sharing 
shall be upon mutually agreed terms. The 
Convention also addresses access and 
benefit-sharing in relation to the 
knowledge, innovations and practices of 
indigenous and local communities relevant 
for the conservation and sustainable use of 
biological diversity.

Or. en

Justification

This amendment brings the text in line with Article 15 of the Convention on Biological 
Diversity.

Amendment 6

Proposal for a regulation
Recital 6

Text proposed by the Commission Amendment

(6) 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 (the Nagoya Protocol) 
is an international treaty adopted on 29 
October 2010 by the Parties to the 
Convention. The Nagoya Protocol 
significantly expands the general rules of 
the Convention on access and benefit-
sharing for the use of genetic resources and 
traditional knowledge associated with 

(6) 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 (the Nagoya Protocol) 
is an international treaty adopted on 29 
October 2010 by the Parties to the 
Convention. The Nagoya Protocol 
significantly expands the general rules of 
the Convention on access and benefit-
sharing for the utilisation and subsequent 
commercialisation of genetic resources 
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genetic resources. and traditional knowledge associated with 
genetic resources.

Or. en

Amendment 7

Proposal for a regulation
Recital 8

Text proposed by the Commission Amendment

(8) It is important to set out a clear and 
sound framework for implementing the 
Nagoya Protocol that should enhance 
opportunities available for nature-based 
research and development activities in the 
Union. It is also essential to prevent the use 
of illegally acquired genetic resources or 
traditional knowledge associated with 
genetic resources in the Union and to 
support the effective implementation of 
benefit-sharing commitments set out in 
mutually agreed terms between providers 
and users.

(8) It is important to set out a clear and 
sound framework for implementing the 
Nagoya Protocol and the relevant 
provisions of the Convention that should 
enhance opportunities available for nature-
based research and development activities 
in the Union. It is also essential to prevent 
the use of illegally acquired genetic 
resources or traditional knowledge 
associated with genetic resources in the 
Union and to support the effective 
implementation of benefit-sharing 
commitments set out in mutually agreed 
terms between providers and users.

Or. en

Amendment 8

Proposal for a regulation
Recital 8 a (new)

Text proposed by the Commission Amendment

(8a) Biopiracy consisting of either 
unauthorised acquisition of genetic 
resources, or unauthorised utilisation or 
subsequent commercialisation of products 
based on such resources or associated 
traditional knowledge, should be 
prohibited and made subject to criminal 
sanctions in accordance with Directive 
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2008/99/EC of the European Parliament 
and of the Council of 19 November 2008 
on the protection of the environment 
through criminal law1.
_______________
1 OJ L 328, 6.12.2008, p. 28

Or. en

Justification

In order to be effective, the due diligence needs to be backed by a prohibition of utilisation or 
subsequent commercialisation of illegally acquired genetic resources. The Directive to 
protect the environment through criminal law should also be updated to include biopiracy as 
criminal offence, if committed intentionally or with serious negligence.

Amendment 9

Proposal for a regulation
Recital 8 b (new)

Text proposed by the Commission Amendment

(8b) The framework created by this 
Regulation is needed also to maintain and 
increase trust between Parties, indigenous 
and local communities as well as 
stakeholder groups involved in access and 
benefit-sharing of genetic resources.

Or. en

Justification

The vast majority of genetic resources are located in countries of the South, where the 
populations often have a close connection with this biodiversity. An efficient Regulation will 
increase the trust of our external partners and thereby assure a sustainable access to genetic 
resources for European users.
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Amendment 10

Proposal for a regulation
Recital 9

Text proposed by the Commission Amendment

(9) In order to ensure legal certainty, it is 
important that the rules implementing the 
Nagoya Protocol should only apply to 
genetic resources and traditional 
knowledge associated with genetic 
resources that are accessed after the entry 
into force of the Nagoya Protocol for the 
Union. 

(9) In order to ensure legal certainty, it is 
important that the rules implementing the 
Nagoya Protocol should only apply to new 
acquisition or new utilisation of genetic 
resources and traditional knowledge 
associated with genetic resources that take 
place or commence after the entry into 
force of the Nagoya Protocol for the 
Union. 

Or. en

Justification

It is important to cover the full range of use activities related to genetic resources in line with 
our international engagements under the Convention on Biological Diversity and the Nagoya 
Protocol.

Amendment 11

Proposal for a regulation
Recital 11

Text proposed by the Commission Amendment

(11) It is important to define, in accordance 
with the Nagoya Protocol, that use of 
genetic resources refers to research and 
development on the genetic or biochemical 
composition of samples of genetic 
material, which includes research and 
development on isolated compounds 
extracted from genetic material that was 
accessed in a Party to the Nagoya Protocol.

(11) It is important to define, in accordance 
with the Nagoya Protocol, that utilisation
of genetic resources refers to research and 
development on the genetic or biochemical 
composition of samples of genetic 
material, which includes research and 
development on isolated compounds 
extracted from genetic resources that was 
accessed in a Party to the Nagoya Protocol. 
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, 
including the creation of innovations and 
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practical applications.

Or. en

Justification

The term “research and development” as understood in the context of the Nagoya Protocol 
according to IUCN Explanatory Guide, is based on the Oxford Dictionary definitions and the 
ordinary meaning of the term, which is applicable in accordance with Article 31(1) of the 
Vienna Convention on the Law of Treaties.

Amendment 12

Proposal for a regulation
Recital 13

Text proposed by the Commission Amendment

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

(13) There is currently no internationally 
agreed definition on "traditional knowledge 
associated with genetic resources" or on 
"holding" such knowledge by an 
indigenous and local community. 
International definitions of those terms and 
concepts are being negotiated in the 
Intergovernmental Committee of the World 
Intellectual Property Organization.

Or. en

Justification

The Nagoya Protocol does not limit traditional knowledge associated with genetic resources 
to the mutually agreed terms.
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Amendment 13

Proposal for a regulation
Recital 14

Text proposed by the Commission Amendment

(14) With a view to ensuring an effective 
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 that the genetic resources and 
associated traditional knowledge used were 
accessed in accordance with applicable 
legal requirements and to ensure that, 
where relevant, benefits are shared. 
However, given the diversity of users 
within the Union it is not appropriate to 
oblige all users to take the same measures 
for exercising due diligence. Therefore, 
only minimum features of due diligence 
measures should be set out. The specific 
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 
complementary measures in support of
sectoral codes of conduct, model 
contractual clauses, and guidelines with a 
view to increasing legal 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-span for an 
eventual innovation.

(14) With a view to ensuring an effective
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 that the genetic resources and 
associated traditional knowledge used were 
accessed in accordance with applicable 
legal requirements and to ensure that, 
benefits are shared. However, given the 
diversity of users within the Union it is not 
appropriate to oblige all users to take the 
same measures for exercising due 
diligence. The specific 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 sectoral codes of 
conduct, model contractual clauses, and 
guidelines with a view to increasing legal 
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-span for an eventual innovation.

Or. en

Justification

Due diligence, as the backbone of this regulation, should not be undermined by adding 
specifications which effectively narrow and weaken its scope. A weakened due diligence 
obligation would go against the objective of the Nagoya Protocol and should therefore be 
avoided.
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Amendment 14

Proposal for a regulation
Recital 16

Text proposed by the Commission Amendment

(16) Best practices developed by users 
should play an important role in identifying 
due diligence measures that are particularly 
suitable for achieving compliance with the 
system of implementation of the Nagoya 
Protocol with high legal certainty and at 
low costs. Users should be enabled to build 
on existing access and benefit-sharing 
codes of conduct developed for the 
academic sector and different industries. 
Associations of users should be able to 
request that the Commission determines 
whether a specific combination of 
procedures, tools or mechanisms overseen 
by an association may be recognised as 
best practice. Competent authorities of the 
Member States should consider that the 
implementation of a recognised best 
practice by a user reduces that user’s risk 
of non-compliance and justifies a reduction 
in compliance checks. The same should 
apply to best practices adopted by the 
collective of the Parties to the Nagoya 
Protocol.

(16) Best practices, developed by users or 
organisations with an interest, and 
expertise, in the utilisation of genetic 
resources and access and benefit-sharing,
should play an important role in identifying 
due diligence measures that are particularly 
suitable for achieving compliance with the 
system of implementation of the Nagoya 
Protocol with high legal certainty and at 
low costs. Users should be enabled to build 
on existing access and benefit-sharing 
codes of conduct developed for the 
academic sector and different industries as 
long as they are consistent with the 
Nagoya Protocol and this Regulation. 
Associations of users should be able to 
request that the Commission determines 
whether a specific combination of 
procedures, tools or mechanisms overseen 
by an association may be recognised as 
best practice. Competent authorities of the 
Member States should consider that the 
implementation of a recognised best 
practice by a user reduces that user’s risk 
of non-compliance and justifies a reduction 
in compliance checks. The same should 
apply to best practices adopted by the 
collective of the Parties to the Nagoya 
Protocol.

Or. en

Justification

All relevant actors should be able to propose a best practice. This particularly holds true for 
the Nord-South organisations, the representatives of indigenous and local communities, the 
organisations for the conservation of biodiversity, and the user organisations, who already 
apply the principle of benefit-sharing and are directly involved. The aim of this amendment is 
to encourage ambitious best practices in line with the objective of biodiversity conservation.
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Amendment 15

Proposal for a regulation
Recital 17

Text proposed by the Commission Amendment

(17) Users should declare at identified 
points in the chain of activities that 
constitute use that they have exercised due 
diligence. Suitable points for such 
declarations are the receiving of public
research funds, when a market approval for 
a product developed on the basis of genetic 
resources is requested or at the time of 
commercialisation where a market 
approval is not required. Notably, the 
declaration made upon occasion of 
requesting market approval would not 
constitute part of the approval procedure as 
such and would be directed to competent 
authorities established under this 
Regulation.

(17) Users should declare at identified 
points in the chain of activities that they 
have exercised due diligence, and provide 
evidence to that effect. Suitable points for 
such declarations are the establishment of 
prior informed consent and mutually 
agreed terms, the receipt of research 
funding, when applying for intellectual 
property rights at relevant national, 
regional or international institutions,
where a market approval for a product 
developed on the basis of genetic resources 
is requested or at the time of 
commercialisation where a market 
approval is not required. Notably, the 
declaration made upon occasion of 
applying for intellectual property rights or
requesting market approval would not 
constitute part of the approval procedure as 
such and would be directed to competent 
authorities established under this 
Regulation.

Or. en

Justification

In order to assure the integrity of the chain of custody and thereby assuring traceability and 
legal certainty for all, it is important to reinforce the monitoring of user compliance. This 
amendment establishes checkpoints at the key moments in the chain of custody, while at the 
same time streamlining the process and avoiding potential loopholes.
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Amendment 16

Proposal for a regulation
Recital 18

Text proposed by the Commission Amendment

(18) Collecting of genetic resources in the 
wild is mostly undertaken for non-
commercial purposes by university-based 
researchers or collectors. In the vast 
majority of cases and in almost all sectors, 
access to newly collected genetic resources 
is gained through intermediaries, 
collections, or agents that acquire genetic 
resources in third countries.

(18) Collecting of genetic resources in the 
wild is mostly undertaken for non-
commercial purposes by university-based 
researchers or collectors. In the vast 
majority of cases and in almost all sectors, 
access to newly collected genetic resources 
is gained through intermediaries, 
collections, or agents that acquire genetic 
resources in third countries. This 
Regulation should ensure that the 
provisions of mutually agreed terms for 
the initial access relevant for third party 
transfer are followed by all parties 
involved. In many cases subsequent 
utilisation or commercialisation could 
require new prior informed consent and 
mutually agreed terms.

Or. en

Justification

The users must respect at all times the chain of custody and conform to the conditions of prior 
informed consent and mutually agreed terms. It is therefore important to clearly define the 
obligations of the users to seek new terms in case of a new utilisation which would differ 
from, or go beyond the original mutually agreed terms.

Amendment 17

Proposal for a regulation
Recital 19

Text proposed by the Commission Amendment

(19) Collections are major suppliers of 
genetic resources and traditional 
knowledge associated with genetic 
resources used in the Union. A system of 
Union trusted collections should be set in 
place. It would ensure that collections 

(19) Collections are the most accessible
suppliers of genetic resources and 
traditional knowledge associated with 
genetic resources utilised in the Union. As 
suppliers they can play an important role 
in helping other users to comply with their 
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included in the register of 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 system of Union 
trusted collections should substantially 
lower the risk that illegally acquired 
genetic resources are used in the Union. 
Competent authorities of Member States 
would verify if a collection meets the 
requirements for recognition as Union 
trusted collection. Users that acquire a 
genetic resource from a collection listed in 
the Union register should be considered to 
have exercised due diligence as regards the 
seeking of all necessary information. This 
should prove particularly beneficial for 
academic researchers as well as small and 
medium sized enterprises.

obligations. In order to do so a system of 
Union trusted collections should be set in 
place. It would ensure that collections 
included in the register of 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 system of Union 
trusted collections should substantially 
lower the risk that illegally acquired 
genetic resources are utilised in the Union.
Competent authorities of Member States 
would verify if a collection meets the 
requirements for recognition as Union 
trusted collection. Users that acquire a 
genetic resource from a collection listed in 
the Union register should be considered to 
have exercised due diligence as regards the 
seeking of all necessary information. This 
should prove particularly beneficial for 
academic researchers as well as small and 
medium sized enterprises.

Or. en

Justification

The collections play an essential role in the chain of custody of genetic resources in the 
Union. It is therefore necessary to explicitly indicate their role as suppliers, not providers, 
and to reaffirm their prominent importance as intermediary often located at the beginning of 
the chain.

Amendment 18

Proposal for a regulation
Recital 22 a (new)

Text proposed by the Commission Amendment

(22a) The Union should act in a proactive 
manner to ensure the objectives of the 
Nagoya Protocol regarding global 
multilateral benefit-sharing mechanisms 
are achieved in order to increase 
resources to support conservation of 
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biological diversity and the sustainable 
use of its components globally.

Or. en

Justification

International negotiations under the auspices of the Convention on Biological Diversity are 
currently under way to implement the global multilateral mechanism of benefit-sharing as 
defined in Article 10 of the Nagoya Protocol. The Union is a Party to these negotiations and 
should show its engagement through implementation of its objectives through a Union 
benefit-sharing fund in anticipation of the establishment of the global mechanisms in order to 
contribute to the conservation of biodiversity globally.

Amendment 19

Proposal for a regulation
Recital 22 b (new)

Text proposed by the Commission Amendment

(22b) The principle of benefit-sharing as 
enshrined in Article 10 of the Nagoya 
Protocol should be implemented by the 
Union pending the establishment of a 
global multilateral mechanism as 
envisaged in the Protocol. Until the 
multilateral mechanism is in place, a 
Union benefit-sharing fund should be 
established to collect benefit-sharing 
contributions and channel them to the 
conservation of biological diversity 
globally. To that end, the power to adopt 
acts in accordance with Article 290 of the 
Treaty on the Functioning of the 
European Union should be delegated to 
the Commission in respect of detailed 
criteria and rules for benefit-sharing in 
situations where genetic resources 
originate from areas beyond the 
jurisdiction of the Member States, or the 
country of origin of such resources 
cannot be established, or it is not possible 
to grant or obtain prior informed consent. 
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It is of particular importance that the 
Commission carry out appropriate 
consultations during its preparatory work, 
including at expert level. The 
Commission, when preparing and 
drawing up delegated acts, should ensure 
a simultaneous, timely and appropriate 
transmission of relevant documents to the 
European Parliament and to the Council.

Or. en

Justification

It is important to provide guidelines linked to the provisions for delegated acts in terms of 
benefit-sharing from genetic resources originating from areas beyond national jurisdiction or 
where the country of origin or mutually agreed terms cannot be established, the compliance 
mechanisms and establishment of the Union benefit-sharing fund.

Amendment 20

Proposal for a regulation
Article – 1 a (new)

Text proposed by the Commission Amendment

The objective of this Regulation 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 Biological Diversity ("the 
Convention").

Or. en

Justification

It is important to recall the objective of the Nagoya Protocol as contained in its Article 1 as 
well as the objectives of its origin, the Convention on Biological Diversity.
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Amendment 21

Proposal for a regulation
Article 2 – paragraph 1

Text proposed by the Commission Amendment

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 also applies to the benefits arising 
from the use of such genetic resources and 
to traditional knowledge associated with 
genetic resources. 

This Regulation applies to genetic 
resources and to traditional knowledge 
associated with genetic resources that are 
accessed or utilised after the entry into 
force of the Nagoya Protocol for the 
Union. It also applies to the benefits arising 
from the utilisation of such genetic 
resources and to traditional knowledge 
associated with genetic resources, as well 
as subsequent applications and 
commercialisation. 

Or. en

Justification

It is important to cover the full range of use activities of genetic resources conform to our 
international engagements under the Convention on Biological Diversity and the Nagoya 
Protocol. In accordance with Article 15 of the Convention and Article 5 of the Nagoya 
Protocol, benefits arising from the utilisation of genetic resources as well as subsequent 
applications and commercialisation shall be shared in a fair and equitable way. This 
Regulation should apply to all genetic resources, and not only those under the sovereign 
rights of States.

Amendment 22

Proposal for a regulation
Article 3 – paragraph 1 – point 3

Text proposed by the Commission Amendment

(3) "genetic resources" means genetic 
material of actual or potential value;

(3) "genetic resources" means genetic 
material of actual or potential value, or 
derivatives thereof;

Or. en
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Justification

Derivatives represent a considerable part of the genetic resources and should be explicitly 
covered by the Regulation.

Amendment 23

Proposal for a regulation
Article 3 – paragraph 1 – point 3 a (new)

Text proposed by the Commission Amendment

(3a) “derivative” means a naturally 
occurring biochemical compound 
resulting from the genetic expression or 
metabolism of biological or genetic 
resources, even if it does not contain 
functional units of heredity;

Or. en

Justification

This amendment adds the definition contained in Article 2 of the Nagoya Protocol.

Amendment 24

Proposal for a regulation
Article 3 – paragraph 1 – point 4

Text proposed by the Commission Amendment

(4) "access" means the acquisition of 
genetic resources or of traditional 
knowledge associated with genetic 
resources in a Party to the Nagoya 
Protocol in accordance with the applicable 
domestic access and benefit-sharing 
legislation or regulatory requirements of 
that Party. 

(4) "access" means the acquisition of 
genetic resources or of traditional
knowledge associated with genetic 
resources in accordance with the applicable 
domestic access and benefit-sharing 
legislation or regulatory requirements of 
the country of origin of those genetic 
resources.

Or. en
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Amendment 25

Proposal for a regulation
Article 3 – paragraph 1 – point 5

Text proposed by the Commission Amendment

(5) "user" means a natural or legal person 
using genetic resources or traditional 
knowledge associated with genetic 
resources;

(5) "user" means a natural or legal person 
utilising genetic resources or traditional 
knowledge associated with genetic 
resources or who subsequently 
commercialises genetic resources or 
products based on genetic resources or 
traditional knowledge associated with 
genetic resources; 

Or. en

Justification

This amendment follows the Nagoya Protocol more closely and clarifies that both utilisation 
and commercialisation are covered by the use activities.

Amendment 26

Proposal for a regulation
Article 3 – paragraph 1 – point 6

Text proposed by the Commission Amendment

(6) "use of genetic resources" means to 
conduct research and development on the 
genetic or biochemical composition of 
genetic resources;

(6) "utilisation of genetic resources" means 
to conduct research and development on 
the genetic or biochemical composition of 
genetic resources including through the 
application of biotechnology;

Or. en

Justification

This amendment aligns the terminology with the one used in Article 2 of the Nagoya Protocol.
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Amendment 27

Proposal for a regulation
Article 3 – paragraph 1 – point 6 a (new)

Text proposed by the Commission Amendment

(6a) "biotechnology” means any 
technological application that uses 
biological systems, living organisms, or 
derivatives thereof, to make or modify 
products or processes for specific use;

Or. en

Justification

This amendment adds the definition contained in Article 2 of the Nagoya Protocol.

Amendment 28

Proposal for a regulation
Article 3 – paragraph 1 – point 6 b (new)

Text proposed by the Commission Amendment

(6b) "research and development" means 
the investigation and study of the genetic 
or biochemical composition of genetic 
resources in order to establish facts and 
reach conclusions, including the creation 
of innovations and practical applications;

Or. en

Justification

The term "research and development" defined as it is used in the context of the Nagoya 
Protocol, according to IUCN Explanatory Guide to the Nagoya Protocol, p 65.
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Amendment 29

Proposal for a regulation
Article 3 – paragraph 1 – point 8

Text proposed by the Commission Amendment

(8) "traditional knowledge associated with 
genetic resources" means traditional 
knowledge held by an indigenous or local 
community that is relevant for the use of 
genetic resources and that is as such 
described in the mutually agreed terms 
applying to the use of genetic resources;

(8) "traditional knowledge associated with 
genetic resources" means traditional 
knowledge held by an indigenous or local 
community that is relevant for the use of 
genetic resources;

Or. en

Justification

The Nagoya Protocol does not limit traditional knowledge associated with genetic resources 
to the mutually agreed terms.

Amendment 30

Proposal for a regulation
Article 3 – paragraph 1 – point 8 a (new)

Text proposed by the Commission Amendment

(12) "illegally acquired genetic 
resources" means genetic resources and 
traditional knowledge associated with 
genetic resources acquired in 
contravention of  the applicable 
international and national legislation or 
regulatory requirements on access and 
benefit-sharing in the country of origin; 

Or. en

Justification

This definition is necessary to establish the concept of prohibition as put forward in Article 
4(1).
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Amendment 31

Proposal for a regulation
Article 3 – paragraph 1 – point 8 b (new)

Text proposed by the Commission Amendment

(13) "biopiracy" means utilisation, or 
subsequent commercialisation, of illegally 
acquired genetic resources or products 
derived from such resources or traditional 
knowledge associated with genetic 
resources.

Or. en

Justification

This definition is necessary to establish the concept of prohibition as put forward in Article 
14(1).

Amendment 32

Proposal for a regulation
Article 3 – paragraph 1 – point 11

Text proposed by the Commission Amendment

(11) "internationally recognised certificate 
of compliance" means an access permit or 
its equivalent issued by a competent 
national authority in accordance with 
Article 6(3)(e) Nagoya Protocol, that is 
made available to the Access and Benefit-
sharing Clearing-House;

(11) "internationally recognised certificate 
of compliance" means an access permit or 
its equivalent issued by a competent
national authority in accordance with 
Article 6(3)(e) of the Nagoya Protocol, that 
is made available to the Access and 
Benefit-sharing Clearing-House;

Or. en

Amendment 33

Proposal for a regulation
Article 3 – paragraph 1 – point 12

Text proposed by the Commission Amendment

(12) "Access and Benefit-sharing Clearing- (12) "Access and Benefit-sharing Clearing-
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House" means the global information-
sharing portal established under Article 
14(1) Nagoya Protocol.

House" means the global information-
sharing portal established under Article 
14(1) of the Nagoya Protocol.

Or. en

Amendment 34

Proposal for a regulation
Article 4 – paragraph -1 (new)

Text proposed by the Commission Amendment

-1. Biopiracy shall be prohibited in the 
Union. 

Or. en

Justification

In order to be effective, the due diligence needs to be backed by a prohibition of utilisation or 
subsequent commercialisation of illegally acquired genetic resources. This amendment 
follows similar concepts contained in the Regulation (EU) No 995/2010 laying down the 
obligations of operators who place timber and timber products on the market, OJ L 295, 
12.11.2010, p. 23.

Amendment 35

Proposal for a regulation
Article 4 – paragraph 1

Text proposed by the Commission Amendment

1. Users shall exercise due diligence to 
ascertain that genetic resources and 
traditional knowledge associated with 
genetic resources used were accessed in 
accordance with applicable access and 
benefit-sharing legislation or regulatory 
requirements and that, where relevant,
benefits are fairly and equitably shared 
upon mutually agreed terms. Users shall 
seek, keep, and transfer to subsequent users 
information relevant for access and benefit-
sharing.

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

Or. en

Justification

For the sake of clarity it is important to mention the prior informed consent and the mutually 
agreed terms, and to assure that all necessary documents and information for the conformity 
of the genetic resources utilised by the users are transmitted correctly.

Amendment 36

Proposal for a regulation
Article 4 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. Genetic resources and associated 
traditional knowledge shall only be 
transferred to other users if in accordance 
with prior informed consent and mutually 
agreed terms. Subsequent users may only 
utilise the material received in accordance 
with the original agreed terms. In the 
absence of prior informed consent and 
mutually agreed terms or if subsequent 
users envisage utilising such genetic 
resources or traditional knowledge under 
conditions that are not included in the 
original terms, those users shall be 
required to seek prior informed consent 
from the country of origin and mutually 
agreed terms, before any new utilisation.

Or. en

Justification

The users must respect at all times the chain of custody and conform to the conditions of prior 
informed consent and mutually agreed terms. It is therefore important to clearly define the 
obligations of the users to seek new terms in case of a new utilisation which would differ 
from, or go beyond, the original mutually agreed terms, or where they do not exist.
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Amendment 37

Proposal for a regulation
Article 4 – paragraph 1 b (new)

Text proposed by the Commission Amendment

1b. In the case of genetic resources 
originating from areas outside of national 
jurisdictions, or where the country of 
origin cannot be established, or where it is 
not possible to grant or obtain prior 
informed consent, new users shall provide 
benefit-sharing to a Union benefit-
sharing fund dedicated to the 
conservation of biological diversity 
globally, until a global multilateral 
benefit-sharing mechanism is established 
pursuant to Article 10 of the Nagoya 
Protocol. 

Or. en

Justification

In line with the aim of the Convention on Biological Diversity and the Nagoya Protocol, 
benefit-sharing should not be limited to situations where it is possible to establish mutually 
agreed terms. This mainly concerns the genetic resources in international waters and 
"historical" resources. The benefit-sharing generated from these resources should be 
allocated to a Union fund dedicated to the conservation of biodiversity globally.

Amendment 38

Proposal for a regulation
Article 4 – paragraph 2 – point a – point 5

Text proposed by the Commission Amendment

(5) access decisions and mutually agreed 
terms, where applicable;

(5) access decisions and mutually agreed 
terms, including benefit-sharing 
arrangements, where applicable;

Or. en
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Amendment 39

Proposal for a regulation
Article 4 – paragraph 3

Text proposed by the Commission Amendment

3. Users shall keep the information relevant 
for access and benefit-sharing for twenty 
years after the end of the period of use.

3. Users shall keep the information relevant 
for access and benefit-sharing for twenty 
years after the end of the period of 
utilisation or subsequent 
commercialisation.

Or. en

Amendment 40

Proposal for a regulation
Article 4 – paragraph 4

Text proposed by the Commission Amendment

4. Users acquiring a genetic resource from 
a collection listed in the Union register of 
trusted collections referred to in Article 
5(1) shall 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.

4. Users acquiring a genetic resource from 
a collection listed in the Union register of 
trusted collections referred to in Article 
5(1) shall 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 without prejudice to 
paragraphs 1, 1a and 1b of this Article.

Or. en

Amendment 41

Proposal for a regulation
Article 4 – paragraph 4 a (new)

Text proposed by the Commission Amendment

4a. The Commission shall be empowered 
to adopt delegated acts in accordance with 
Article 14b in order to establish the rules 
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for benefit-sharing in accordance with 
paragraph 1 b by …*. Those rules shall 
require benefit-sharing at least at the level 
of best practice in the sector concerned 
and establish conditions for sharing of 
non-monetary benefits.
____________
* OJ: six months after the entry into force 
of this Regulation.

Or. en

Justification

Linked to implementation of Article 4(1 b).

Amendment 42

Proposal for a regulation
Article 5 – paragraph 1

Text proposed by the Commission Amendment

1. The Commission shall establish and 
maintain a Union register of trusted 
collections. That register shall be internet-
based, easily accessible to users, and shall 
include the collections of genetic resources 
identified as meeting the criteria of Union 
trusted collection.

1. In order to contribute to the objective 
that only genetic resources acquired in 
accordance with applicable requirements 
are supplied, a voluntary system of Union 
trusted collections is hereby established.
The Commission shall establish and 
maintain a Union register of trusted 
collections. That register shall be open 
format, internet-based, easily accessible to 
users, and shall include the collections of 
genetic resources identified as meeting the 
criteria of Union trusted collection.

Or. en

Justification

It is important to clarify the voluntary nature of the mechanism of Union trusted collections.
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Amendment 43

Proposal for a regulation
Article 5 – paragraph 3 – point b

Text proposed by the Commission Amendment

(b) have samples of genetic resources and 
related information supplied to third 
persons for their use only with 
documentation providing evidence that the 
resources and the information were 
accessed in accordance with applicable 
legal requirements and, where relevant,
mutually agreed terms for the fair and 
equitable sharing of benefits;

(b) have samples of genetic resources and 
related information supplied to third 
persons for their utilisation only with 
documentation providing evidence that the 
resources and the information were 
accessed in accordance with applicable 
access and benefit-sharing legislation or 
regulatory requirements, and mutually 
agreed terms for the fair and equitable 
sharing of benefits;

Or. en

Amendment 44

Proposal for a regulation
Article 5 – paragraph 3 – point c

Text proposed by the Commission Amendment

(c) keep records of all samples of genetic
resources and related information supplied 
to third persons for their use;

(c) keep records of all samples of genetic 
resources and related information supplied 
to third persons for their utilisation;

Or. en

Amendment 45

Proposal for a regulation
Article 6 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. The competent authorities and the 
focal point on access and benefit-sharing 
shall provide advice to the public and 
potential users seeking information on the 
implementation of this Regulation and of 



PR\935365EN.doc 33/54 PE508.195v02-00

EN

the relevant provisions of the Convention 
and the Nagoya Protocol in the Union.

Or. en

Amendment 46

Proposal for a regulation
Article 7 – paragraph 1

Text proposed by the Commission Amendment

1. Member States and the Commission 
shall request all recipients of public 
research funding involving uses of genetic 
resources and traditional knowledge 
associated with genetic resources to 
declare that they will exercise due 
diligence in accordance with Article 4.

deleted

Or. en

Amendment 47

Proposal for a regulation
Article 7 – paragraph 2

Text proposed by the Commission Amendment

2. Users shall declare to the competent 
authorities established under Article 6(1) 
that they exercised due diligence in 
accordance with Article 4 on the occasion 
of requesting market approval for a product 
developed on the basis of genetic resources 
or traditional knowledge associated with 
such resources, or at the time of 
commercialisation where a market 
approval is not required.

2. Users shall declare to the competent 
authorities established under Article 6(1) 
that they have complied with  Article 4 
and shall submit the related information 
on the occasion of: 

(a) establishing prior informed consent 
and mutually agreed terms;
(b) receiving research funding involving 
utilisation of genetic resources and 
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traditional knowledge associated with 
genetic resources; 
(c) applying for patents or for new plant 
variety rights at relevant national, 
regional or international institutions 
covering, inter alia, the accessed genetic 
resources, products, including derivates, 
and processes derived from the use of 
biotechnology, or traditional knowledge 
associated with the genetic resources; 
(d) requesting market approval for a 
product developed on the basis of genetic 
resources or traditional knowledge 
associated with such resources, or 

(e) at the time of commercialisation where 
a market approval is not required. 

Or. en

Justification

In order to assure the integrity of the chain of custody and thereby assuring traceability and 
legal certainty for all, it is important to reinforce the monitoring of user compliance. This 
amendment establishes checkpoints at the key moments in the chain of custody, while at the 
same time streamlining the process and avoiding potential loopholes

Amendment 48

Proposal for a regulation
Article 7 – paragraph 3

Text proposed by the Commission Amendment

3. Competent authorities shall transmit to 
the Commission every two years the 
information received on the basis of 
paragraphs 1 and 2. The Commission 
shall summarise the information received 
and make it available to the Access and 
Benefit-sharing Clearing House.

3. Competent authorities shall verify the 
information provided under points (b) to 
(e) and transmit to the Commission within 
three months the information received 
pursuant to this Article. The Commission 
shall within three months summarise the 
information received and make the 
information required for the 
internationally recognised certificate 
available to the Access and Benefit-sharing 
Clearing House as well as to the public in 
an easily accessible open, internet-based,
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format.

Or. en

Justification

It is important to align this text with the Nagoya Protocol, in particular with regard to the 
criteria defined in Article 17 of the Nagoya Protocol for the obtainment of the internationally 
recognised certificate of conformity.

Amendment 49

Proposal for a regulation
Article 8 – paragraph 1

Text proposed by the Commission Amendment

1. Any association of users may submit an 
application to the Commission for 
recognising as best practice a combination 
of procedures, tools or mechanisms 
developed and overseen by it. The 
application shall be supported by evidence 
and information. 

1. Any association of users or 
organisations with an interest, and 
expertise, in the utilisation of genetic 
resources and access and benefit-sharing
may submit an application to the 
Commission for recognising as best 
practice a combination of procedures, tools 
or mechanisms developed and overseen by 
it. The application shall be supported by 
evidence and information.

Or. en

Justification

All relevant actors should be able to propose a best practice. This particularly holds true for 
the Nord-South organisations, the representatives of indigenous and local communities, the 
organisations for the conservation of biodiversity, and the user organisations, who already 
apply the principle of benefit-sharing and are directly involved. The aim of this amendment is 
to encourage ambitious best practices in line with the objective of biodiversity conservation

Amendment 50

Proposal for a regulation
Article 8 – paragraph 2

Text proposed by the Commission Amendment

2. Where, on the basis of information and 
evidence supplied to it by an association of 

2. The Commission shall assess each 
application, taking into account 
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users , the Commission determines that the 
specific combination of procedures, tools 
or mechanisms, when effectively 
implemented by a user, enables the user to 
comply with its obligations set out in 
Articles 4 and 7, it shall grant recognition 
as best practice.

information and evidence from the 
applicant, relevant providers, users, 
authorities, institutions, inter-
governmental and non-governmental 
organisations, as well as representatives 
of indigenous and local community 
organisations and other actors, as 
appropriate. Where, on the basis of 
information and evidence supplied to it by 
an association of users , the Commission 
determines that the specific combination of 
procedures, tools or mechanisms, when 
effectively implemented by a user, enables 
the user to comply with its obligations set 
out in Articles 4 and 7, it shall grant 
recognition as best practice.

Or. en

Amendment 51

Proposal for a regulation
Article 8 – paragraph 4

Text proposed by the Commission Amendment

4. If evidence from competent authorities 
of the Member States or other sources 
indicates repeated cases where users 
implementing a best practice fail to comply 
with their obligations under this 
Regulation, the Commission shall examine 
in dialogue with the relevant association of 
users whether the repeated cases of non-
compliance indicate possible deficiencies 
in the best practice. 

4. If evidence from competent authorities 
of the Member States or other sources 
indicates cases where users implementing a 
best practice fail to comply with their 
obligations under this Regulation, the 
Commission shall examine in dialogue 
with the relevant association of users 
whether the cases of non-compliance 
indicate possible deficiencies in the best 
practice. 

Or. en
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Amendment 52

Proposal for a regulation
Article 8 – paragraph 5

Text proposed by the Commission Amendment

5. The Commission shall withdraw the 
recognition of a best practice, when it has 
determined that changes to the best 
practice compromise a user’s ability to 
meet the conditions set out in Articles 4 
and 7, or when repeated cases of non-
compliance by users relate to deficiencies 
in the practice.

5. The Commission shall withdraw the 
recognition of a best practice, when it has 
determined that changes to the best 
practice compromise a user’s ability to 
meet the conditions set out in Articles 4 
and 7, or when cases of non-compliance by 
users relate to deficiencies in the practice.

Or. en

Amendment 53

Proposal for a regulation
Article 9 – paragraph 1

Text proposed by the Commission Amendment

1. The competent authorities shall carry out 
checks to verify if users comply with the 
requirements set out in Articles 4 and 7.

1. The competent authorities shall carry out 
checks to verify if users comply with the 
requirements set out in Articles 4 and 7 
and, where applicable, that they 
effectively implement declared best 
practices.

Or. en

Justification

If the implementation of a best practice is taken into account in the risk-based approach for 
checks, the competent authorities should also verify the effective implementation procedures, 
tools or mechanisms of the recognised best practice.
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Amendment 54

Proposal for a regulation
Article 9 – paragraph 2

Text proposed by the Commission Amendment

2. The checks referred to in paragraph 1 of 
this Article shall be conducted in 
accordance with a periodically reviewed 
plan following a risk-based approach. 
When developing this risk-based approach, 
Member States shall consider that the 
implementation by a user of a best practice 
recognised under Article 8(2) of this 
Regulation or under Article 20(2) of the 
Nagoya Protocol reduces that user’s risk of 
non-compliance.

2. The checks referred to in paragraph 1 of 
this Article shall be conducted in 
accordance with a periodically reviewed 
plan following a risk-based approach. 
When developing this risk-based approach, 
Member States may consider that the 
implementation by a user of a best practice 
recognised under Article 8(2) of this 
Regulation or under Article 20(2) of the 
Nagoya Protocol reduces that user’s risk of 
non-compliance.

Or. en

Amendment 55

Proposal for a regulation
Article 9 – paragraph 3

Text proposed by the Commission Amendment

3. Checks may be conducted when a 
competent authority is in possession of 
relevant information, including on the basis 
of substantiated concerns provided by third 
parties, concerning non-compliance of a 
user with this Regulation.

3. Additional checks shall be conducted 
when a competent authority is in 
possession of relevant information, 
including on the basis of substantiated 
concerns provided by third parties, 
concerning non-compliance of a user with 
this Regulation.

Or. en
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Amendment 56

Proposal for a regulation
Article 9 – paragraph 4 – point a

Text proposed by the Commission Amendment

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

(a) examination of the measures taken by a 
user to comply with Article 4;

Or. en

Justification

Compliance check should cover all elements of Article 4, including the prohibition of 
biopiracy.

Amendment 57

Proposal for a regulation
Article 9 – paragraph 4 – point b

Text proposed by the Commission Amendment

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

(b) examination of documentation and 
records that demonstrate compliance with 
Article 4 in relation to specific use 
activities;

Or. en

Justification

Compliance check should cover all elements of Article 4, including the prohibition of 
biopiracy.

Amendment 58

Proposal for a regulation
Article 9 – paragraph 7 – subparagraph 1

Text proposed by the Commission Amendment

7. Without prejudice to Article 11, where, 
following the checks referred to in 
paragraph 1 of this Article, shortcomings 

7. Without prejudice to Article 11, where, 
following the checks referred to in 
paragraph 1 and 3 of this Article, or 
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have been detected, the competent 
authority shall issue a notice of remedial 
actions to be taken by the user.

following verification under Article 7(2),
shortcomings have been detected, the 
competent authority shall issue a notice of 
remedial actions to be taken by the user.

Or. en

Amendment 59

Proposal for a regulation
Article 9 – paragraph 7 – subparagraph 2

Text proposed by the Commission Amendment

Additionally, depending on the nature of 
the shortcomings detected, Member States 
may take immediate interim measures, 
including inter alia seizure of illegally 
acquired genetic resources and suspension 
of specific use activities.

If no positive or satisfactory response is 
given by the user, and depending on the 
nature of the shortcomings detected, 
Member States may take immediate 
interim measures, including inter alia 
seizure of illegally acquired genetic 
resources and suspension of specific use 
activities including commercialisation of 
products based on genetic resources and 
associated traditional knowledge.

Or. en

Justification

The Regulation should encourage users to correct any shortcomings. It should be clarified 
that suspension of use activities includes a possibility to withdraw products derived from 
biopiracy from the market.

Amendment 60

Proposal for a regulation
Article 9 – paragraph 8

Text proposed by the Commission Amendment

8. The Commission shall be empowered to 
adopt implementing acts to establish the 
procedures for implementing paragraphs 1 
to 7 of this Article. The implementing acts 

8. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 14b to establish the procedures for 
implementing paragraphs 1 to 7 of this 
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shall be adopted in accordance with the 
examination procedure referred to in 
Article 15(2).

Article.

Or. en

Justification

Delegated acts are more appropriate for establishing the procedures for checks on user 
compliance and the implementation of the risk based approach, as such acts supplement non-
essential elements of the Regulation.

Amendment 61

Proposal for a regulation
Article 10 – paragraph 2

Text proposed by the Commission Amendment

2. The information referred to in paragraph 
1 shall be made available in accordance 
with Directive 2003/4/EC.

2. The information referred to in paragraph 
1 shall be made available in accordance 
with Directive 2003/4/EC in an easily
accessible open, internet-based, format.

Or. en

Amendment 62

Proposal for a regulation
Article 11 – paragraph 2 – point a

Text proposed by the Commission Amendment

(a) fines; (a) fines proportional to the value of the 
use activities related to genetic resources 
concerned and at least effectively 
depriving those responsible of the 
economic benefits derived from the 
infringement, increasing for repeated 
infringements;

Or. en
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Justification

In order to be effective, any fines should at least deprive those responsible of any economic 
benefits derived from the infringement. The principle is also contained in Article 46 of 
Council Regulation No 1005/2008 on illegal, unreported and unregulated fishing.

Amendment 63

Proposal for a regulation
Article 11 – paragraph 2 – point b

Text proposed by the Commission Amendment

(b) immediate suspension of specific use 
activities;

(b) immediate suspension of specific use 
activities including commercialisation of 
products based on genetic resources and 
associated traditional knowledge;

Or. en

Justification

 It should be clarified that suspension of use activities includes the possibility to withdraw 
products derived from biopiracy from the market.

Amendment 64

Proposal for a regulation
Article 12 – paragraph 1

Text proposed by the Commission Amendment

1. The competent authorities shall 
cooperate with each other, with the 
administrative authorities of third countries 
and with the Commission in order to 
ensure compliance of users with this 
Regulation.

1. The competent authorities shall 
cooperate with each other, with the 
administrative authorities of third countries 
and with the Commission in order to 
reinforce coordination and to ensure 
compliance of users with this Regulation.

Or. en
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Amendment 65

Proposal for a regulation
Article 12 – paragraph 2a (new)

Text proposed by the Commission Amendment

2a. The Commission shall seek to make 
arrangements with the European Patent 
Office and with the World Intellectual 
Property Organization to ensure that 
references to genetic resources and their 
origin are included in patent registrations.

Or. en

Justification

While the European Patent Office and WIPO would make rational check points for 
compliance with the Nagoya Protocol, it is beyond the scope of this Regulation. The 
Commission should however seek to make arrangements with those organisations to ensure 
that references to genetic resources and their origin appear in patent registrations.

Amendment 66

Proposal for a regulation
Article 13 – paragraph 2

Text proposed by the Commission Amendment

2. The Union platform shall contribute to 
the streamlining of access conditions at 
Union level by discussing related issues, 
including the design and performances of 
access regimes established in Member 
States, simplified access for non-
commercial research, access practices of 
collections in the Union, access of Union 
stakeholders in third countries and the 
sharing of best practices.

2. The Union platform shall contribute to 
the streamlining of access conditions at 
Union level by discussing related issues, 
including the design and performances of 
access regimes established in Member 
States, the promotion of research which 
contributes to the conservation and 
sustainable use of biological diversity, 
particularly in developing countries, 
including simplified access for non-
commercial research, access practices of 
collections in the Union, access of Union 
stakeholders in third countries and the 
sharing of best practices.

Or. en
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Justification

In line with Article 8 of the Nagoya Protocol.

Amendment 67

Proposal for a regulation
Article 14 – point d a (new)

Text proposed by the Commission Amendment

(da) take measures to support users who 
contribute to the conservation of 
biological diversity and cultural diversity 
but who have insufficient means to 
become trusted collections;

Or. en

Justification

In order to avoid inequality between collections, Member States and Commission should take 
specific measures to facilitate collections with limited means to become trusted collections.

Amendment 68

Proposal for a regulation
Article 14 – point d b (new)

Text proposed by the Commission Amendment

(db) ensure that, in situations where 
genetic resources and associated 
traditional knowledge are utilised 
illegally, or not in compliance with prior 
informed consent or mutually agreed 
terms, providers who are competent to 
grant access to genetic resources and sign 
mutually agreed terms are entitled to 
bring an action to prevent or stop such 
utilisation, including through injunctions,
and to seek compensation for any 
damages resulting therefrom, as well as, 
where appropriate, for the seizure of the 
genetic resources concerned. 
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Or. en

Justification

This amendment incorporates provisions of Article 18 of the Nagoya Protocol in the 
Regulation in order to ensure access to justice. A corresponding provision is also contained 
in Danish access and benefit-sharing legislation.

Amendment 69

Proposal for a regulation
Article 14 – point d c (new)

Text proposed by the Commission Amendment

(dc) encourage users and providers to 
direct benefits arising from the utilisation 
or subsequent commercialisation of 
genetic resources towards the 
conservation of biological diversity and 
the sustainable use of its components.

Or. en

Justification

Benefits arising from the use activities related to genetic resources should be used towards 
the conservation of biodiversity as put forward in Article 9 of the Nagoya Protocol.

Amendment 70

Proposal for a regulation
Article 14 – point d d (new)

Text proposed by the Commission Amendment

(dd) support, upon request, regional 
cooperation on benefit-sharing regarding 
transboundary genetic resources and 
associated traditional knowledge.

Or. en

Justification

Both species and traditional knowledge often do not follow the same boundaries and borders 
as States. In order to avoid an auction system which would amount to putting in place a 
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disloyal competition for the same genetic resources, the Union, upon demand of concerned 
parties only, should be able to support the implementation of cooperation mechanisms for a 
fair and equitable benefit-sharing to all the actors concerned as defined in Article 11 of the 
Nagoya Protocol.

Amendment 71

Proposal for a regulation
Article 14 a (new)

Text proposed by the Commission Amendment

Union benefit-sharing fund
1. A Union benefit-sharing fund ("the 
fund") is hereby established.
2. The fund shall receive revenues from 
the implementation of Article 4 (1 b).
3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 14b to establish the procedures for 
implementing and operating the fund to 
finance the conservation of biodiversity 
globally.

Or. en

Justification

Union benefit-sharing fund should collect revenues of any monetised benefit sharing of 
utilisation or subsequent commercialisation of genetic resources originating from areas 
outside of national jurisdiction and where country of origin cannot be established, in 
anticipation of the international mechanisms to be created under Article 10 of the Nagoya 
Protocol.

Amendment 72

Proposal for a regulation
Article 14 b (new)

Text proposed by the Commission Amendment

Article 14b
Exercise of the delegation

1. The power to adopt delegated acts is 
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conferred on the Commission subject to 
the conditions laid down in this Article.
2. The power to adopt delegated acts 
referred to in Articles 4(4a), 9(8) and 14a 
(3) shall be conferred on the Commission 
for a period of five years from ...The 
Commission shall draw up a report in 
respect of the delegation of power not 
later than nine months before the end of 
the five-year period. The delegation of 
power shall be tacitly extended for periods 
of an identical duration, unless the 
European Parliament or the Council 
opposes such extension not later than 
three months before the end of each 
period. 
3. The delegation of power referred to in 
Articles 4(4a), 9(8) and 14a (3) may be 
revoked at 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 the day 
following the publication of the decision 
in the Official Journal of the European 
Union or at a later date specified therein. 
It shall not affect the validity of any 
delegated acts already in force. 
4. As soon as it adopts a delegated act, the 
Commission shall notify it simultaneously 
to the European Parliament and to the 
Council.
5. A delegated act adopted pursuant to 
Articles 4(4a), 9(8) or 14a (3) shall enter 
into force only if no objection has been 
expressed either by the European 
Parliament or the Council within a period 
of two months of notification of that act to 
the European 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 shall be 
extended by two months at the initiative of 
the European Parliament or the Council.



PE508.195v02-00 48/54 PR\935365EN.doc

EN

* OJ please insert date: the date referred 
to in Article 17(1)

Or. en

Justification

Delegated acts are necessary for establishing the rules for benefit-sharing for use of genetic 
resources originating from areas beyond national jurisdiction or where country of origin 
cannot be established, for procedures for checks on user compliance and the implementation 
of the risk based approach, and for the setting up of the Union Benefit-Sharing Fund as such 
acts supplement non-essential elements of the Regulation. 

Amendment 73

Proposal for a regulation
Article 15 a (new)

Text proposed by the Commission Amendment

Article 15a
Consultation Forum

The Commission shall ensure a balanced 
participation of Member States’
representatives and relevant provider 
organisations, user associations, inter-
governmental and non-governmental 
organisations as well as representatives of 
indigenous and local communities in the 
implementation of this Regulation. Those 
parties shall contribute, in particular, to 
defining and reviewing delegated acts 
pursuant to Articles 4(5), Article 9(8), and 
Article 14a(3), and to the implementation 
of Articles 5, 7 and 8, and any guidelines 
for establishing mutually agreed terms. 
The parties shall meet in a consultation 
forum. The rules of procedure of that 
forum shall be established by the 
Commission. 

Or. en
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Justification

Member States experts as well as stakeholder organisations should have an opportunity to 
participate and contribute to the implementation of the Regulation, including the draft 
delegated and implementing acts. The concept follows the Consultation Forum model in the 
Eco-Design Directive 2009/125/EC.

Amendment 74

Proposal for a regulation
Article 16 – paragraph 3

Text proposed by the Commission Amendment

3. Every ten years after its first report the 
Commission shall, on the basis of reporting 
on and experience with the application of 
this Regulation, review the functioning and 
effectiveness of this Regulation. In its 
reporting the Commission shall in 
particular consider the administrative 
consequences for public research 
institutions, small or medium-sized 
enterprises and micro-enterprises. It shall 
also consider the need for further Union 
action on access to genetic resources and 
traditional knowledge associated with 
genetic resources.

3. Every five years after its first report the 
Commission shall, on the basis of reporting 
on and experience with the application of 
this Regulation, review the functioning and 
effectiveness of this Regulation. In its 
reporting the Commission shall in 
particular consider the administrative 
consequences for public research 
institutions, small or medium-sized 
enterprises and micro-enterprises. It shall 
also consider the need for further Union 
action on access to genetic resources and 
traditional knowledge associated with 
genetic resources.

Or. en

Amendment 75

Proposal for a regulation
Article 16 a (new)

Text proposed by the Commission Amendment

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 protection of the 
environment through criminal law1 is 
hereby amended, with effect from …*, as 
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follows:
(1) The following point is added to Article 
3: 
"(j)  biopiracy"
(2) The following indent is added to 
Annex A:
"– Regulation (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".
____________
* OJ: one year after the date of entry into 
force of this Regulation.
1 OJ L 328, 6.12.2008, p. 28.

Or. en

Justification

The Directive to protect the environment through criminal law should be updated to include 
biopiracy as criminal offence, if committed intentionally or with serious negligence.

Amendment 76

Proposal for a regulation
Article 17 – paragraph 2

Text proposed by the Commission Amendment

2. Articles 4, 7, and 9 shall apply one year 
after the date of entry into force of this 
Regulation

2.  Article 4(1) to (4), Article 7, and Article
9 shall apply one year after the date of 
entry into force of this Regulation.

Or. en
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EXPLANATORY STATEMENT

Access to genetic resources and the fair and equitable sharing of benefits arising from their 
utilisation (Nagoya Protocol): Union implementation and ratification 2012/0278(COD)

GENERAL CONTEXT

The loss of biodiversity is constantly increasing and accelerating. It has been calculated that 
one in four species of mammals, one in eight birds and more than one in three amphibians are 
threatened with extinction worldwide (IUCN, 2012). Almost 60% of ecosystems have 
deteriorated in the past 50 years (FAO, 2010). Quite aside from the ethical and moral 
implications, the economic and social impact of this state of affairs is immense: by 2050 
economic losses caused by loss of biodiversity will amount to 7% of global GDP (TEEB 
2010).

Paradoxically, biological diversity offers an inexhaustible reservoir of innovations and 
discoveries in terms of scientific research and technological applications as well as healthcare 
products, foodstuffs, cosmetics and other products. It is thus imperative to conserve 
biodiversity, not only for the sake of humanity in both the Global North and Global South but 
also for the socio-economic vitality of Europe and its people, who benefit directly from its 
use.

In order to help conserve biodiversity, and the peoples and knowledge associated with it, we 
must ensure today that the benefits arising from the utilisation of genetic resources and the 
associated traditional knowledge are shared fairly and equitably. This benefit-sharing must 
contribute to the conservation of biological and cultural diversity in situ and ensure its 
sustainable use for local populations.

It is in this spirit that the Nagoya Protocol on Access and Benefit-Sharing was signed in 2010, 
on the occasion of the 10th Conference of the Parties to the Convention on Biological 
Diversity.

THE RAPPORTEUR’S PROPOSAL

With this proposal for a regulation from the Commission, the European Union is now 
undertaking to transpose the Nagoya Protocol. The rapporteur believes it important for the 
resulting regulation to stick as closely as possible to both the spirit and text of this 
international treaty.

The Commission proposal constitutes a solid basis for an effective system at European level. 
However, if we wish to comply fully with the Nagoya Protocol, we will have to strengthen 
certain mechanisms, as the rapporteur proposes. If the issue of access to resources is left to the 
sovereignty of the Member States, we must establish a clear Community framework for the 
fair and equitable sharing of benefits derived from the use of natural resources.
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The draft regulation that the rapporteur has submitted to the European Parliament is intended 
to address the various situations and needs currently known, expressed or anticipated by all 
European stakeholders as well as our partners in third countries.

The amendments tabled herein are intended to benefit primarily European citizens by 
guaranteeing traceability and ethical conduct, compliance with international legal obligations 
and the fair and equitable sharing of benefits.

What is more, the adoption of a clear legal framework will be beneficial for all users, 
including public and private economic stakeholders, since it will provide both sustainable 
access to genetic resources and legal certainty throughout the chain of custody.

The framework will also provide public and private research collections and institutions – key 
players in the European chain of custody – with simple rules that are tailored to their needs. In 
accordance with the relevant provisions of the Nagoya Protocol, this regulation must thus 
apply to all stakeholders, including not-for-profit research institutions, as these transmit 
genetic resources and valuable information to users who seek an assurance of traceability and 
legal certainty.

Finally, the amendments tabled by the rapporteur aim to reinforce international equity and the 
confidence of third country suppliers, and thereby to boost trade between them and user 
countries in the European Union. The fair and equitable sharing of benefits arising from the 
utilisation of their genetic resources goes beyond the sharing of financial benefits and will 
allow environmental conservation, social progress and sustainable use of resources in situ.

KEY LINES OF ACTION

Improving the chain of custody of genetic resources and the associated traditional 
knowledge
Ensuring the integrity of the chain of custody is essential if we wish to guarantee traceability 
and legal certainty for users. This means that a genetic resource must at all times be used in 
accordance with the terms agreed with the supplier. If any other use is considered, then a new 
contract for access and benefit-sharing must be drawn up beforehand to reflect the relevant 
changes.

The rapporteur proposes retaining checks whenever applications for marketing authorisation 
are made and whenever public or private research credits are granted, so as not to 
disadvantage public research institutes and universities.

Reporting obligations must also be introduced covering the signing of the access and benefit-
sharing contract to alert the relevant authorities whenever a genetic resource comes under the 
European system.

Checks with the competent authorities must also be carried out whenever a patent application 
is made. This will chiefly concern the national patent offices, but the European Patent Office, 
which processes the majority of patents, will also be involved, and an agreement between it 
and the European Union must be secured.
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Improving the chain of custody in this manner would prevent imposing a greater 
administrative burden as a result of the checks, as it would enable a clearly defined and 
functional follow-up process. Moreover, this will guarantee the avoidance of penalties at the 
end of the process, for example in cases where an application for marketing authorisation is 
denied to a company that has invested substantial resources in research and development but 
is proven to have used a genetic resource without due authorisation.

Increasing transparency and legal certainty
The rapporteur stresses the fundamental importance of outlawing biopiracy, the illegal 
acquisition and use of genetic resources, in Europe. Such practices not only lead to human 
tragedies; they also run counter to the principles of fairness and the values of the European 
Union, compromise the international image of the Member States and our relations with 
supplier countries, and undermine the legal situation of European users.

Due diligence requires users to take all necessary steps to comply with the proposed 
legislation. These rules should, however, be supplemented by prohibition of biopiracy, with a 
view to gradually acting as an effective deterrent. This two-pronged approach will ensure 
greater reliability and a smoother functioning of access and benefit-sharing mechanisms.

This entails setting a legal definition of the offence of biopiracy and establishing appropriate 
sanctions. The European Union will thereby have a system at its disposal which is very 
similar to that laid down by Parliament in accordance with Regulation (EU) No 995/2010 of 
the European Parliament and of the Council of 20 October 2010 laying down the obligations 
of operators who place timber and timber products on the market.

New utilisations of genetic resources and associated traditional knowledge and 
progressive compliance
The fair and equitable sharing of benefits arising from any utilisation of genetic resources and 
associated traditional knowledge is enshrined in the Convention on Biological Diversity and 
the Nagoya Protocol. The rapporteur therefore proposes that each new utilisation that has not 
been defined before the entry into force of this regulation should be covered by an access and 
benefit-sharing contract. Such a requirement would allow all genetic resources in Europe to 
gradually come into compliance. Much of the world’s genetic resources are indeed already 
found in European collections. The Commission proposal does not cover these resources, and 
this poses several major problems. The most important problem, according to the rapporteur, 
is that some uses of resources that may have been acquired illegally could thus be legalised. It 
is also important, on the one hand, not to place users who already apply the principle of 
benefit-sharing at a disadvantage with respect to those who do not yet do so and, on the other 
hand, to ensure that a genetic resource in a European collection can in the future still be 
subject to benefit-sharing in its country of origin. This system will help encourage third 
countries to open their doors to secure and sustainable access to genetic resources and 
associated traditional knowledge.

A Union fund for the sharing of benefits and the strengthening of the multilateral global 
process
The rapporteur believes it to be essential for users to take the necessary steps to secure an 
access and benefit-sharing contract in the event of a new utilisation of any genetic resource. 
She does, however, recognise that the origin of some genetic resources, such as ‘historical’
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genetic resources or those acquired in areas beyond national jurisdictions, cannot be traced. 
To address this situation, the rapporteur proposes the establishment of a Union benefit-sharing 
fund, which will be financed by the users of genetic resources, with a view to preserving 
global biodiversity. This Union fund will ultimately contribute to establishing a global 
multilateral benefit-sharing mechanism, as set out in Article 10 of the Nagoya Protocol.

All proposals tabled by the rapporteur aim to ensure that the European Union assumes a 
leading role in current and future international negotiations by taking a progressive stance 
with a view to setting up, as soon as possible, an ambitious global multilateral mechanism to 
meet the challenges of preserving biodiversity and its sustainable use.


