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How to apply Regulation (EU) n. 2014/511
for Genetic Resources for Food and Agriculture?
Abstract
Within the European Union (EU), the Nagoya Protocol has been spelled out in Regulation (EU) n.
2014/511 and 2015/1866 through which the mechanisms for establishing access and benefit sharing
are placed. In particular, they describe the means by which access to genetic resources and the
benefit of their utilisation and commercialisation may be shared.
However, the Nagoya Protocol gives priority enforcement to the specialized legal instruments if they are
limited and qualified. This is the case of International Treaty on Plant Genetic Resources for Food and
Agriculture of the United Nations Food and Agriculture Organization (ITPGRFA), just for to the genetic
resources covered and for its the purpose.
The system on Access and Benefit-Sharing laid down by the Nagoya Protocol and its interface with
ITGRFA could be considered an Internal market barrier for the SMEs working on Genetic Resources for
Food and Agriculture.
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Main Rules to Protection of the Genetic Resources
•
•
•
•

•

•

International Treaty on Plant Genetic Resources for Food and Agriculture (ITPGRFA)
International Convention on Biological Diversity (CBD)
Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of Benefits
Arising from their Utilization to the Convention on Biological Diversity (Nagoya Protocol )
Regulation (EU) No 511/2014 of the European Parliament and of the Council of 16 April
2014 on compliance measures for users from the Nagoya Protocol on Access to Genetic
Resources and the Fair and Equitable Sharing of Benefits
Commission Implementing Regulation (EU) 2015/1866 of 13 October 2015 laying down
detailed rules for the implementation of Regulation (EU) No 511/2014 of the European
Parliament and of the Council as regards the register of collections, monitoring user
compliance and best practices.
Guidance document on the scope of application and core obligations of Regulation (EU)
No 511/2014 of the European Parliament and of the Council on the compliance
measures for users from the Nagoya Protocol on Access to Genetic Resources and the
Fair and Equitable Sharing of Benefits Arising from their Utilisation in the Union (2016/C
313/01)
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Aims of Nagoya Protocol
and Reg. (EU) 2014/511
Article 4 Reg. (EU) 511/2014
Obligations of users
1. Users shall exercise due diligence to ascertain that genetic resources and
traditional knowledge associated with genetic resources which they utilise
have been accessed in accordance with applicable access and benefit-sharing
legislation or regulatory requirements, and that benefits are fairly and
equitably shared upon mutually agreed terms, in accordance with any
applicable legislation or regulatory requirements.
(…)
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Art.3 Reg. (EU) 2014/511
“Genetic material”

means
any material of plant, animal, microbial or other origin containing functional units of heredity”

“Genetic resources”

means
genetic material of actual or potential value

“Utilization of genetic resources”

means
“to conduct research
and development on the genetic and/or biochemical composition of genetic resources, including
through the application of biotechnology (…).”
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The non compliance with the ethical principles, Nagoya Protocol and Reg.
2014/511 means:
As a consequence of infringement of paragraphs 3 or 5, Art. 4 of Regulation (EU)
511/2014, the utilisation of genetic resources or associated traditional
knowledge shall be discontinued

5

The non compliance with the ethical principles, Nagoya Protocol and Reg.
2014/511 means:
1)Negative impact on developing the project funded by the EU program in the
framework of the ethical and legal issues of the project (Point (25) Reg. (EU) No
511/2014 /Art. 5 Reg. (EU) 2015/1866)
2)The grant may be reduced (see Articles 34.4 and 43 Grant Agreement)
3)The Agreement or participation of the beneficiary may be terminated (see
Articles 34.4 and 50 Grant Agreement).
4) No legitimisation of possible plant patents granted if they started from
genetic resources and traditional knowledge associated with genetic resources
(see EU Directive 98/44/EC).
5) Negative impact on market distribution
6) Civil liability for user's failure to act with “due diligence”.
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There are three moments for prior checking on ‘due diligence’ and
whether or not it was fulfilled by the user:
a)

in the first instalment of research funding involving the utilisation of
genetic resources and traditional knowledge associated with genetic
resources, or no later than at the time of the final report, or in
absence of such report, at the project end;
b) in the event of a request for market approval or
c) the placing on the market of products deriving from the utilisation
of a genetic resource
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The Food and agriculture
Special nature of genetic resources for food and agriculture
The Nagoya Protocol recognises the importance of genetic resources to food
security and the special nature of agricultural biodiversity.
Genetic resources for food and agriculture might be covered by access rules
different from more general ABS rules applicable in a given provider country.

Guidance document on the scope of application and core obligations of Regulation (EU) No 511/2014 of the European Parliament and of the
Council on the compliance measures for users from the Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of
Benefits Arising from their Utilisation in the Union (2016/C 313/01)
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Nagoya Protocol gives priority over genetic resources to the specialized
instruments if they are limited and qualified.
This is the case of International Treaty on Plant Genetic Resources for
Food and Agriculture (ITPGRFA), and just to the genetic resources
covered and for the purpose of the specialized instrument
(see art.4.4 Nagoya Protocol ).
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ITGRFA Multilateral System and its PIC
and sMTA
Annex I to the ITPGRFA
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States has sovereign rights over the natural
resources including genetic resources.

CBD (Article 15, par. 1),
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In the ratification of the Nagoya Protocol some
country of could include PGRFA not listed in Annex I
to the ITPGRFA under their management, control
and in the public domain.
If not…..
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HOW TO KNOW
whether or not your research activity is falling down to
Access and Benefit sharing requirement according to Reg.
(EU) 2014/511?
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Regulation's geographic scope
Provenance of genetic resources, the combined effect of
Article 2(1) and 2(4) Regulation only applies
A) to genetic resources over which the countries exercise
sovereign rights
B) where access and benefit-sharing measures have been
established by a Party to the Protocol, with those
measures applying to the specific genetic resource (or
associated traditional knowledge) in question.
When these criteria are not met, the Regulation does not
apply.
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Are the activities carryout for research and development on
the genetic and /or biochemical composition of genetic
resources?
Please mind:
“Utilization of genetic resources”
means
“to conduct research
and development on the genetic and/or biochemical
composition of genetic resources, including through the
application of biotechnology (…).”
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If the activities triggering access provisions are limited to
“utilization” within the meaning of the Nagoya Protocol,
certain typical uses of GRFA,
for example the growing of seeds in order subsequently to use
the harvested products for human consumption clearly do not
qualify as utilization and therefore do not trigger the
application of access provisions.
ABS Elements Elements to Facilitate Domestic Implementation of Access and Benefit-Sharing for
Different Subsectors of Genetic Resources for Food and Agriculture
COMMISSION ON GENETIC RESOURCES FOR FOOD AND AGRICULTURE FOOD AND AGRICULTURE
ORGANIZATION OF THE UNITED NATIONS Rome, 2016

19

Other activities regularly performed with respect to GRFA are
more difficult to classify.
The question may arise as to whether selection and
reproduction of plantgenetic resources by a farmer or farming
community based on phenotypic traits andnot entailing any
genetic methods, qualify as “utilization”.
ABS Elements Elements to Facilitate Domestic Implementation of Access and Benefit-Sharing for
Different Subsectors of Genetic Resources for Food and Agriculture
COMMISSION ON GENETIC RESOURCES FOR FOOD AND AGRICULTURE FOOD AND AGRICULTURE
ORGANIZATION OF THE UNITED NATIONS Rome, 2016
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If NO
No ABS obligations.
Please, following the internal rules of own Institution related
to exchanging genetic resources.
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If YES
Please, follow the Reg. (Eu) 511/2014
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Following the Reg. (Eu) 511/2014
What does it mean?
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All users of genetic resources and traditional knowledge
associated with genetic resources should exercise due
diligence to ascertain whether genetic resources and
traditional knowledge associated with genetic resources
have been accessed in accordance with applicable legal or
regulatory requirements and to ensure that, where relevant,
benefits are fairly and equitably shared
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Access for Research Purposes and
Problematic issues in the transfer of
germplasm
Due Diligence in the context of ABS
You did your very best to establish which access and
benefit-sharing conditions apply to the genetic resources
you wish to access and that you have taken care to meet
these conditions.
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Mind! States has sovereign rights over the natural resources including
genetic resources.
(a)
According to the CBD (Article 15, par. 1), the «sovereign rights» of the
States consist in particular in the authority to determine access to genetic
resources in accordance with the national laws.
(b)
States can legislate over the access of genetic resources, but not implies
necessary the State ownership over the genetic resources.
(c)
In other words, the owner could be the State, private owners, or
Indigenous or Local communities.
26

Access
Remember to respect local, national laws and regulation;
costumes, values, customary practices of indigenous and
Local Community
How?
1)Take contact with local authority and ABS National Focal
Point
2) Inquire the information by local authority and ABS
National Focal Point about the submition of Prior Inform
Consent (PIC) and for negotiation of Mutual Agreed Term
(MAT) and Material Transfer Agreement (MTA).
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https://absch.cbd.int/search/nationalRecords?schema=meas
ure
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Article 4 Reg. (EU) 511/2014
Obligations of users
1. Users shall exercise due diligence to ascertain that genetic resources and
traditional knowledge associated with genetic resources which they utilise have
been accessed in accordance with applicable access and benefit-sharing legislation
or regulatory requirements, and that benefits are fairly and equitably shared upon
mutually agreed terms, in accordance with any applicable legislation or regulatory
requirements.
(…)
3. For the purposes of paragraph 1, users shall seek, keep and transfer to
subsequent users:
(a) the internationally-recognised certificate of compliance, as well as information
on the content of the mutually agreed terms relevant for subsequent users; or
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or in accordance with Article 4, paragraph 3 of EU
Regulation 511/2014,) where no internationallyrecognised certificate of compliance is available,
information and relevant documents on:

(i) the date and place of access of genetic resources or of traditional knowledge associated
with genetic resources;
(ii) the description of the genetic resources or of traditional knowledge associated with
genetic resources utilised;
(iii) the source from which the genetic resources or traditional knowledge associated with
genetic resources were directly obtained, as well as subsequent users of genetic resources or
traditional knowledge associated with genetic resources;
(iv) the presence or absence of rights and obligations relating to access and benefit-sharing
including rights and obligations regarding subsequent applications and commercialisation;
(v) access permits, where applicable;
(v) mutually agreed terms, including benefit-sharing arrangements, where applicable.
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Due Diligence in the context of Access Benefit
Sharing
According
Art. 3 § 6 Reg. (EU) 511/2014:

‘mutually agreed terms’ means the contractual arrangements concluded
between a provider of genetic resources, or of traditional knowledge
associated with genetic resources, and a user, that set out specific
conditions for the fair and equitable sharing of benefits arising from the
utilisation of genetic resources or of traditional knowledge associated with
genetic resources, and that may also include further conditions and terms
for such utilisation as well as subsequent applications and
commercialisation
A non-exhaustive list of non-monetary and monetary benefits is
given in the Annex to the Nagoya Protocol
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Due Diligence Declarations (DDD)

The declaration of due diligence is submitted to the competent authority
of the Member State where the recipient of funding is established.

DECLARE system

In the EU legal framework, through the system called DECLARE (Log-in
with ECAS) the genetic resources users:
- Request access to the system
- Submit due diligence declarations
-Overview of submitted declarations
Thus, through DECLARE, the competent authority of the Member State
- Approves new submitting organisations
- Accesses submitted declarations
- Transmits data to ABS-CH
32

DECLARE system
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International Union for the Protection of New
Varieties of Plants (UPOV)
Does not constitute a specialised ABS instrument in
the meaning of art. 4 (4) Nagoya Protocol
The EU ABS Regulation is respectful of UPOV
Guidance document on the scope of application and core obligations of Regulation (EU) No 511/2014 of the European
Parliament and of the Council on the compliance measures for users from the Nagoya Protocol on Access to Genetic
Resources and the Fair and Equitable Sharing of Benefits Arising from their Utilisation in the Union (2016/C 313/01)
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Thank you
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