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EXPLANATORY MEMORANDUM 

1. CONTEXT OF THE PROPOSAL 

• Grounds for and objectives of the proposal 

The main objective of the proposal for a Regula tion of the European Parliam ent and of the 
Council on Access to Genetic Res ources and  the Fair an d Equitab le Sharing of  Benefits 
Arising from their Utilization in the Union is to implement the Nagoya Protocol in the Union 
and to enable Union ratification of this treaty. 

• General context 

Genetic resources - the gene pool in both natural and cultivated stocks - play a significant and 
growing role in many economic sectors: 26% of all new approved drugs over the last 30 years 
are either natural products or have been derived from a natural product.1  

A broad ran ge of players in the Union, includi ng academic researchers and com panies from 
different sectors of industry (for example, pl ant and anim al breeding, biocontrol, cosmetics, 
food and beverage, horticulture, industria l biotechnology, pharm aceutical) use genetic 
resources for research  and developm ent pur poses, some also use trad itional knowledge 
associated with genetic resources. 

The European Union and all of its 27 Me mber States are Parties to the Convention on 
Biological Diversity 2 (CBD). The  CBD recognizes that st ates have sovereign rights over 
genetic resources found within their jurisdiction and the authority to determine access to such 
resources. T he Convention obliges  all Parties to facilitate ac cess to genetic resources ove r 
which they hold sovereign rights. It also obliges all Parties to share in a fair and equitable way 
the results of research and developm ent and th e benefits  arising  from  the comm ercial an d 
other utilization of genetic resources with the Party providing these resources.  

The CBD also addres ses the rights o f indigenous and local comm unities that ho ld traditional 
knowledge associated with genetic resources , and which m ay provide im portant lead 
information for the scientific discovery of interesting genetic or biochemical properties. 

However, the CBD currently  provides little de tail on how access  and b enefit-sharing (ABS) 
for the use of genetic resources and associ ated traditional knowledge should be done in 
practice. Actors at th e beginning of the genetic res ources value chain in the Union (m ostly 
collections and academ ic researchers) are in d irect contact with th e laws and auth orities of 
provider countries. These first actors pass on samp les of genetic resources and first research 
results to other users that engage in basic or applied research. Actors situated at the end of the 
genetic resources engage in often lengthy de velopment activ ities th at requ ire signif icant 
investments with uncertain outcom es. They largely depen d on m aterial and  inf ormation 
passed on to them from earlier users in the chain, including in relation to ABS. In the absence 
of clear rules or with very burdensome rules in most provider countries, European researchers 

                                                 
1 Newman and Cragg (2012), "Natural Products as Sources of New Drugs over the 30 Years from 1981 

to 2010". Journal of Natural Products, 75(3), pp 311–335. 
2 Convention on Bio logical D iversity ( Rio d e Jan eiro, 5 Ju ne 1992, i n fo rce 29 December 199 3), 

available at <http://www.cbd.int/convention/text/>. 
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and companies have rep eatedly been accused of  'biopiracy' by countries  claiming a v iolation 
of their sovereign rights. A clear fram ework of obligations for all us ers of genetic resources 
throughout the value chain is essential for creating an enabling context for facilitated access to 
quality samples of genetic resources with high legal certainty. 

The "Nagoya Protocol on Access to Genetic Res ources and the Fair and Equitable Sharing of 
Benefits Arising from Their Utilization to the Convention on Bi ological Diversity" 
(hereinafter: Nagoya Protocol) is a new inte rnational treaty adopt ed on 29 October 2010 by 
the consensus of the 193 Parties to the CBD. It is a treaty with lega lly binding effects that 
significantly expands the gene ral ABS fra mework of the CBD . The Nagoya Protocol is 
expected to enter into  f orce in 2014. Once oper ational, the Nagoya P rotocol will generate 
significant benefits for biodiversity conservation in States  that m ake available th e genetic 
resources over which they hold sovereign rights. It will in particular: 

– Establish more predictable conditions for access to genetic resources. 

– Ensure benefit-sharing between users and providers of genetic resources. 

– Ensure that only legally acquired genetic resources are used. 

The Protocol res ts on  two m ain pillars : measures on  access, an d m easures on user-
compliance. 

The access pillar leaves  Parties d iscretion whether they wis h to regulate access, an d require 
prior inform ed consent and benefit-sharing for the use of  their g enetic resou rces or no t. 
However, if a Party decides to do so, then  it must implement the fairly detailed "international 
access standards" set out in the treaty through bi nding legislation. The P rotocol also clarifies 
that states must engage with their indigenous  and local co mmunities in case acces s is sought 
to traditional knowledge or to genetic resources held by thes e communities. Main P rotocol 
principles in relation  to access include: (i) govern ment authorities or indigenous  
representatives m ust gi ve their prior inform ed consent before access  can take p lace, (ii) 
specific b enefit-sharing obliga tions m ust be set out in p rivate law contra cts b etween a  
provider and a user, and (iii) access frameworks must be clear and transparent, based on non-
arbitrary rules, and result in reliable and timely decisions, in a cost-effective manner.  

The user-compliance pillar of the Protocol obliges all Parties  to the Protocol to take measures 
to provide that only legally acquired genetic resources and associated traditional knowledge 
are utilized within their jurisdiction. Parties must monitor the compliance of users within their 
jurisdiction and designate one or more checkpoints for this task. T hey m ust also take 
appropriate, effective and proportionate m easures in cases where users within their 
jurisdiction do not comply with the ir ABS-related obligations. Parties must also e nsure that 
disputes arising from  specific benefit-sharing contra cts can be taken to  court. However, 
different than in the case of access,  the user -compliance provisions of the Nagoya Protocol 
leave Parties quite some discretion on the type and mix of implementing measures chosen. 

Parties to the Protocol will need to m ake f urther choices  on the te mporal application of 
implementing measures, on the resp ect for existing specialised ABS instrum ents3, and apply 

                                                 
3 For example, the Internationa l Treaty on Plant Genetic Resources for Food and Agriculture concluded 

in 2001 in the context of the UN Food and Agriculture Organization and to which the EU is a Party. For 
details see Annex 1. 
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special considerations to non-comm ercial research, to the excha nge of genetic resources with 
pathogenic properties, and to ge netic resources for food and agri culture. They will also need 
to address the relations with non-Parties to th e Protocol. All Parties to the Protocol m ust 
furthermore establish a Nation al Focal Poin t on ABS to lia ise with th e in ternational 
Secretariat and to respond to information requests by stakeholders. Parties must also designate 
one or more Competent National Authorities responsible for granting access and advising on 
applicable procedures for requiring prior inform ed consent and entering into m utually agreed 
terms. Parties m ay designate a sing le entity to f ulfill the f unctions of  both f ocal points and  
competent national authority. 

The Union and m ost of its Mem ber States 4 have signed the Nagoya Protocol and thereby 
committed them selves to work towards im plementation and ratif ication. Union 
implementation and ratification of the Protocol  will create new opportunities for natu re-based 
research, and contribute to the development of a bio-based economy.5 

• Existing provisions in the area of the proposal 

Neither the im plementation of the a ccess nor of the user-compliance pillar of the P rotocol is 
currently addressed in Union-law. 

• Consistency with the other policies and objectives of the Union 

The EU and its M ember States are politically committed to become Parties to the Protocol to 
secure access of EU researchers and companies to quality samples of genetic resources, based 
on reliable access decisions at low transaction costs.6 

The proposal is also consistent with the EU' s signature of the Protocol and also with target 16 
of the CBD's Strategic P lan which foresees th at by 2015 the Nagoya Protocol is in force and 
operational, consistent with national legislation. 

2. RESULTS OF CONSULTATIONS WITH INTERESTED PARTIES AND 
IMPACT ASSESSMENT 

This initiative is the re sult of  extensive consu ltations with the gener al public an d relevan t 
stakeholders. Furthermore, the Commission carried out an impact assessm ent of the proposed 
policy options which led to the publication of a report. 

• Public consultation 

The Commission held a web-based public consultation from 24 October to 30 December 2011 
to seek feedback on a list of  questions that addressed ke y aspects of Nagoya Protocol 
implementation. Forthy-three replies were recei ved that represented a much broader num ber 
of respondents, since the majority of replies came from European or international associations 
with hundreds or tho usands of m embers each. The respondents covered m ost secto rs 
potentially affected by im plementation m easures under the Nagoya Protocol. T he list of 

                                                 
4 Latvia, Malta and Slovakia have not yet signed. 
5 See Commission Communication on a Bioeconomy for Europe (COM (2012) 60 final). 
6 See Council Concl usions of 20 December 2010 (paragraphs 1 and 21), 23 June 2011 (para graph 14), 

European Parliament Resolution of 20 April 2012 (paragraph 101), Commission Communication on an 
EU Biodiversity Strategy to 2020 (COM (2011) 244) (Action 20). 
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questions together with the results o f the web-based public consultation have been published 
in the website of the E uropean Commission under the following link: 
http://ec.europa.eu/environment/consultations/abs_en.htm. 

• Ad hoc consultations 

DG Environment organised a technical meeting on 26 January 2012 including all respondents 
to the public consultation, Brussels-based re presentatives of stak eholders, and experts 
nominated by Member States. At the m eeting, the Commission presented its summ ary of the 
public consultation, whereas  members of the consultant team  presented tentative findings of 
their work. Participants used the opportunity to challenge the consultant team on some of their 
findings. 

DG Environm ent offic ials held many m eetings w ith rep resentatives of botanical gardens,  
culture collections, industry federations or i ndividual companies and participated in various 
expert conferences on the Nagoya Protocol. Th e consultant team  conduc ted semi-structured 
interviews with representatives of stakeholders and companies.  

• Consultations with third countries 

In 2011, DG Environment asked several EU delegations in third countries to seek information 
from major partner countries on the state of play and their concrete ideas for Nagoya Protocol 
implementation. The feedback received was co mplemented by more detailed bilateral 
discussions with Australia, Brazil, India, Japan, Mexico and Switzerland. 

• Impact Assessment Report  

In line with its "Better Regul ation" policy, the Comm ission has conducted an assessm ent of 
the economic, social and environm ental impacts of different policy options for im plementing 
the Nagoya Protocol. Th is report is accessible o n the web site of the European Comm ission 
(DG Environment). The Comm ission also contract ed a consultancy firm to carry out a study 
as an input for its report. This study is accessible at the same web site. 

The Commission's impact assessment considered a broad range of op tions for implementing 
the Nagoya Protocol. T wo options for access m easures and four optio ns for user-compliance 
measures were analy zed in-depth. All options  were analyzed agains t a business as usual 
baseline without im plementing measures at E U or Member State level. It also analyzed two 
options on the tem poral application of EU -level m easures as well as a range of 
complementary measures. 

The analysis identified the estab lishment of an  EU pl atform for di scussing access to genetic 
resources and sharing best practices as the pr eferable option on access, whereas the identified 
preferable option on user-compliance is a due diligence obligation on EU users complemented 
by a system to identify collections as "trusted sources" of genetic resources. The due diligence 
obligation would only apply to genetic resources and associated traditional knowledge that are 
acquired af ter the entry  into  f orce of  the Nago ya Protocol for the EU . To lower costs and 
enhance effectiveness, these m easures should be com plemented by awareness and training 
activities, w ork on con tractual m odel c lauses, work on technical tools for m onitoring and 
tracking genetic resources flow, and where a ppropriate through bilate ral cooperation with 
other countries or regions. 

http://ec.europa.eu/environment/consultations/abs_en.htm
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The due diligence oblig ation would  ensure that  m inimum inf ormation relev ant to ABS is 
available all throughout the genetic  resources value chain in the Union. This will enable all 
users to know of and respect related rights and obligations. At the sam e ti me, the due 
diligence approach does not prescribe the same type of measures to all users, but le aves users 
some f lexibility to take  m easures that work best for their respective context, and  also to  
develop sectoral best practices. The system  of t rusted sources would substantially lower the  
risk that illegally acquired ge netic resources are used in th e Union. Acquiring sam ples for 
trusted sources would seem  particularly beneficial for academ ic researchers as well as sm all 
and medium sized enterprises. 

3. LEGAL ELEMENTS OF THE PROPOSAL 

• Summary of the proposed action 

The propos al sets out obligations for users of  genetic res ources and trad itional k nowledge 
associated with genetic resources in the Uni on. It would oblige all users to exercise due  
diligence to ascertain that genetic resources and traditional knowledge associated with genetic 
resources u sed were accessed in accordance with applicable legal requirem ents and that, 
where relevant, benefits are fairly and equitabl e shared upon m utually agreed terms. To that 
end, all users would need to seek, keep and tran sfer to subsequent users certain inform ation 
relevant for access and  benefit-sh aring. The p roposal sets out m inimum features of due  
diligence measures.  

To comply, users could build on existing ABS c odes of conduct developed for the academ ic 
sector and different industries. Associati ons of users m ay request the Comm ission to 
recognise a specific com bination of proce dures, tools or m echanisms overseen by an 
association as best p ractice. Competent authorities of the Member States  would be obliged to 
consider that the im plementation of a recognise d best practice by a user reduces that user' s 
risk of non-compliance and justifies a reduction in compliance checks. 

This proposal also foresees a system  of Unio n trusted collections th at would substantially 
lower the risk that illegally ac quired genetic resources are used in the Union. Collections that 
wish to be included in the register of Uni on trusted collection would commit to supply only 
fully documented sam ples of genetic resources to  third pers ons for their use. The co mpetent 
authorities of the Member States will have to verify if a collection meets the requirements for 
recognition as Union trusted collection. Users acquiring a genetic reso urce from a collection 
included in the Union register would be considered to have exercised due diligence as regards 
the seek ing of all necessary inform ation. A sy stem of Union trusted collectio ns will be 
particularly beneficial for academ ic researchers as well as sm all and m edium sized  
enterprises. 

Users would be obliged to decl are at identif ied points  tha t they  complied with their du e 
diligence ob ligation. Competent au thorities of Mem ber States shou ld check on a risk-based  
approach whether users com ply with their ob ligations under this Regul ation. Member States 
should also ensure that infringem ents of this Regulation by users are sanctioned by effective, 
proportionate and dissuasive penalties. 
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Finally, the proposed Regulation also foresees the creation of a Union platform on access. 

• Legal basis 

The proposal is based on the Union' s environment policy competence in Article 192(1) of the 
Treaty on the Functioning of the European U nion as it aim s at im plementing the Nagoya 
Protocol, a global environmental agreement in favour of the conservation and sustainable use 
of biological diversity worldwide. 

• Choice of instrument 

The proposed instrum ent is a regulation because a regulation is necessary in order to ensure 
the highest level of harmonizati on and avoid the coexistence of  different standards between 
Member States. 

• The principles of subsidiarity and proportionality 

The proposal would comprehensively im plement the user-com pliance pillar of the Nagoya  
Protocol. Mem ber States would have discretion whether or not  to re quire p rior inform ed 
consent and benefit-sharing for genetic resource s that belong to them . Their decisions on this 
would not be a precondition for Union ratification of the Nagoya Protocol. 

Only two Mem ber States of the Union have s o far develo ped legis lation on acces s to their  
genetic resources over which th ey hold sovereign righ ts, whereas other Mem ber States h ave 
decided to grant free access to th eir geneti c resources. P resently EU-harm onised acces s 
measures are not needed. In case a Mem ber State decides to require prior inform ed consent 
and benefit-sharing it w ould have to im plement the access-related prov isions of the Nagoya 
Protocol. T he proposed Union platfor m on access would be a non-binding approach for 
streamlining access conditions in Member States based on the method of open coordination. 

A legally binding EU-level intervention on user-c ompliance is justif ied as it avoids n egative 
effects on the internal ma rket in nature-based products and services that would result from  a 
fragmentation of user-com pliance s ystems in the Mem ber States and  also h as the bes t 
performance as regards the creation of an enabling context for research and develop ment on 
genetic resources with benefits for the conservation and sustainable use of biological diversity 
worldwide. 

The propos ed due diligence oblig ation on u sers of genetic resou rces and tradition al 
knowledge associated with genetic  resources is also proportio nate as it would balance the 
objectives o f m inimising the  risks of  the use  of illeg ally a cquired gen etic re sources in  the  
Union and of supporting the fair and equitable sh aring of benefits resulting from  the use of 
genetic resources o r traditional knowledge associated with genetic reso urces upon mutually  
agreed terms with considerations on  legal cert ainty, low tra nsaction costs, and the f lexibility 
inherent in the due d iligence concept to  take implementing measures that are be st suited to 
different circumstances. 

4. BUDGETARY IMPLICATION 

The present proposal does not entail any signifi cant financial implications for the Community 
budget. 
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5. EUROPEAN ECONOMIC AREA (EEA) 

The proposal concerns an EEA m atter and should therefore extent to the European E conomic 
Area. 
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2012/0278 (COD) 

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 

(Text with EEA relevance) 

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION, 

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

Having regard to the proposal from the European Commission, 

After transmission of the draft legislative act to the national Parliaments, 

Having regard to the opinion of the European Economic and Social Committee7, 

Having regard to the opinion of the Committee of the Regions8, 

Acting in accordance with the ordinary legislative procedure, 

Whereas: 

(1) A broad range of players in the Union, including academic researchers and companies 
from different sectors of industry, use gene tic resources for research, development and 
commercialisation purp oses; som e also use traditional knowledge associated w ith 
genetic resources. 

(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.  

(3) Traditional knowledge that is held b y indigenous and local communities m ay provide 
important lead inf ormation f or th e scien tific discovery of interesting genetic or 
biochemical properties of genetic resources. 

(4) The main international instrument governing access to and use of genetic resources is 
the Convention on Biological Diversity (the Convention). Council Decision 

                                                 
7 OJ C , , p. . 
8 OJ C , , p. . 
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93/626/EEC of 25 October 1993 concerning the Convention on Biological Diversity 9 
approved the Convention on behalf of the Union. 

(5) The Convention recognises that states ha ve sovereign rights over natural resources 
found within their jurisdiction and the author ity to determ ine access to their genetic  
resources. The Convention im poses an obligatio n 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 f air and equitable way th e 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 term s. The Convention also  addresses access and benefit-sharing in 
relation to the knowledge, i nnovations and practices of  indigenous and local 
communities relevant for the conservation and sustainable use of biological diversity. 

(6) The Nagoya Protocol o n Access to  Genetic Resources an d the Fair and Equitab le 
Sharing of Benefits Arising from Their Utilization to the C onvention on Biological 
Diversity (the Nagoya Protocol) is an in ternational treaty adopted on 29 October 2010 
by the Parties to the C onvention10. The Nagoya Protocol si gnificantly expands the  
general rules of the Convention on  access a nd benefit-sharing for the use of genetic 
resources and traditional knowledge associated with genetic resources. 

(7) Council  Decision xxxx/xx/EU of [date]  on the conclusion of  the Nagoya Protocol on 
Access to G enetic Resources and the Fair a nd Equitable S haring of Benefits Arising 
from their Utilization to the C onvention on  Biological Divers ity11 approved th e 
Nagoya Protocol on behalf of the Union. 

(8) It is im portant to set out a clear an d sound fra mework for implem enting the Nagoya  
Protocol that should enhance opportunities av ailable for nature-b ased research and 
development activities in the Union . It is al so essential to prevent the u se of illegally 
acquired genetic resources or traditional know ledge associated with genetic resources 
in the Union and to support the effec tive im plementation of benefit-sharing 
commitments set out in mutually agreed terms between providers and users. 

(9) In orde r to  ensure  leg al c ertainty, it is im portant tha t th e ru les im plementing the 
Nagoya Protocol should only apply to ge netic resources and traditional knowledge 
associated with genetic resou rces that are accessed after the entry in to force of the 
Nagoya Protocol for the Union.  

(10) Council Decision 2004/869/EC of 24 February 2004 concer ning the conclusion, on 
behalf of the European Comm unity, of the International Treaty on Plant Genetic 
Resources for Food and Agriculture International Treaty on Plant Genetic Resources  
for Food and Agriculture 12 approved that Treaty on behalf  of the Union. T hat Treaty 
constitutes a specialized intern ational acce ss and benefit-sharing ins trument that 
should not be affected by the rules implementing the Nagoya Protocol. 

                                                 
9 OJ L 309, 13.12.19993, p. 1. 
10 Annex I to Document UNEP/CBD/COP/DEC/X/1 of 29 October 2010.. 
11 OJ 
12 OJ L 378, 23.12.2004, p. 1. 
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(11) It is im portant to define, in accordan ce with the Nagoya Protocol, that use of genetic 
resources refers to research and  deve lopment on the genetic or biochem ical 
composition of samples of genetic material, which includes research and developm ent 
on isolated compounds extracted from genetic material that was accessed in a Party to 
the Nagoya Protocol. 

(12) It seems important to recall CBD Deci sion II/11 paragraph.2 – as confirm ed by CBD 
Decision X/1, paragraph 5 – th at reaffi rms the exclusion of human genetic resources  
from the framework of the Convention. 

(13) There is currently no in ternationally agreed defin ition on "traditional knowledge 
associated with genetic res ources" or on "holding" such knowledge by an indigenous 
and local community. International definitions of those terms and conc epts are being 
negotiated in the Inte rgovernmental Comm ittee of  the W orld Inte llectual Prope rty 
Organization. Therefore, in order to ensure flexibility and legal certainty for providers 
and users, this Regulation should m ake reference to traditional knowledge associated 
with genetic resources as described in benefit-sharing agreements. 

(14) With a view to ensuring an effective im plementation of the Nagoya Protocol, all users 
of genetic resources an d traditional knowledge associated with such resources sho uld 
have to exercise due diligence to ascertain  t hat t he genet ic r esources and associ ated 
traditional knowledge used were access ed in  accord ance with app licable legal 
requirements and to ensure that, where rele vant, benefits are shared. However, given 
the diversity of users within the Union it is not appropriate to oblig e all users to take 
the same measures for exercising due diligence. Therefore, only minimum features of 
due diligence m easures should be set out. The specific choices ta ken by users on the 
tools and measures applied f or exercising due d iligence should be supp orted through 
the recognition of best pract ices as well as complem entary m easures in support of 
sectoral codes of conduct, m odel c ontractual clauses, and guidelines with a view to 
increasing legal certainty and reducing co sts. The obligation on users to keep 
information relev ant f or access and benefit-sharing sh ould be lim ited in tim e, 
consistent with the time-span for an eventual innovation. 

(15) The due diligence obligatio n should apply to all users irrespective of their size, 
including to m icro-enterprises and sm all and m edium-sized com panies. Exclud ing 
these actors from the system would entirely undermine its effectiveness. It would also 
run against the internationa l obligations of the Union under the Nagoya Protocol.  
However, the Regulation should offer a range of measures and tools to enable m icro-
enterprises and small and medium-sized companies to comply with their obligations at 
low cost and with high legal certainty. 

(16) Best practices develope d by users should play an im portant role in identifying due  
diligence measures that are particu larly suitable f or achiev ing com pliance with th e 
system of implementation of the Nagoya Protoc ol with high legal certainty and at low 
costs. Users should be enabled to build on existing access and benefit-sharing codes of 
conduct dev eloped for the academ ic secto r and  different in dustries. Associations o f 
users shou ld be able to  reques t tha t the Commission d etermines whether a spe cific 
combination of procedures, tools or m echanisms overseen by an association m ay be 
recognised as best practice. Competent au thorities of the Mem ber States should 
consider that the im plementation of a rec ognised best practice by a user reduces that 
user's risk of non-compliance and justifies a reduction in compliance checks. The same 
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should apply to best practices adopted by th e collective of the Parties to the Nagoya 
Protocol. 

(17) Users should declare at identified p oints in the chain of activit ies that constitu te use 
that they have exercised  due  diligence. Suitable points fo r such declara tions are th e 
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 m ade upon occasion of 
requesting m arket approval would not consti tute part of the approval procedure as 
such and would be directed to competent authorities established under this Regulation. 

(18) Collecting of genetic res ources in the wild is mostly  undertaken for non-comm ercial 
purposes by university-based researchers or co llectors. In the vast m ajority of cas es 
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. 

(19) Collections are m ajor suppliers of genetic resour ces and traditional knowledge 
associated with genetic resources used in the Union. A system  of Union trusted 
collections should be set in place.  It woul d ensure that collections in cluded in th e 
register of Union trusted collections effectively apply measures to only supply samples 
of genetic resources to third persons w ith documentation providing evidence of legal 
acquisition and the es tablishment of mutually agreed terms, where required. A syste m 
of Union trusted collections should substantia lly lower the risk th at illegally acquired 
genetic resources are used in the Union. Competent authorities of Mem ber States 
would ver ify if  a collec tion meets the requ irements for recognition as  Union trus ted 
collection. Users that acquire a genetic resource from  a col lection listed in the Union 
register should be considered to have exercised due diligence as regards the seeking of 
all necessary infor mation. This should prove  particularly  beneficial for academ ic 
researchers as well as small and medium sized enterprises. 

(20) Competent authorities of  Mem ber States sho uld check whether us ers com ply with 
their obligations. In  that contex t, competent au thorities should accept interna tionally 
recognised certificates of com pliance as ev idence that the genetic  resources covered 
were leg ally acquired a nd that m utually agre ed term s were  estab lished. Com petent 
authorities should also keep records of the checks m ade and relevant inform ation 
should be m ade available in acco rdance with  Directive 2 003/4/EC of the European 
Parliament and of the Council of 28 Janua ry 2003 on public access to environm ental 
information.13 

(21) Member States should ensure that infringements of the rules constituting the system of 
implementation of the Nagoya Protocol by us ers are sanctioned by means of effective, 
proportionate and dissuasive penalties. 

(22) Taking into  account the internationa l character of access and ben efit-sharing 
transactions, com petent aut horities of the Mem ber Stat es should coope rate between 
themselves, with the Commission, and with au thorities of third countries to com ply 
with their duties within the system for implementing the Nagoya Protocol. 

                                                 
13 OJ L 41, 14.2.2003, p. 26. 
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(23) A Union platform  on access shou ld enab le d iscussions o n and contribute to the 
streamlining of access  conditions  in  Member States, the d esign and p erformances of 
access reg imes, si mplified access for non-co mmercial research,  ac cess practices of 
collections in the Unio n, access of  Union st akeholders in  third coun tries and the 
sharing of best practices.  

(24) The Comm ission and the Mem ber States  should take appropriate complem entary 
measures to enhance th e effectiveness of i mplementing this Regulation and to lowe r 
costs, particularly where this would benefit academ ic res earchers an d sm all and 
medium sized enterprises.  

(25) In order to  take in to account the inherently intern ational character of access and 
benefit-sharing activities, the Commission s hould also consider whether cooperation 
with third countries or regions could suppor t an effective application of the system 
created for implementing the Nagoya Protocol. 

(26) The date of entry into force of this Regulation should be directly correlated to the entry 
into force of the Nagoya Protocol in order to ensure equal conditions at the Union and 
global levels in activ ities related to  access  and benefit sh aring of  genetic resou rces. 
The Nagoya Protocol will enter into force on the ninetieth da y after the deposit of the 
fiftieth instrum ent of r atification, accepta nce, approval o r accession  by States or 
regional economic integration organisations that are Parties to the Convention. 

(27) In order to ensure un iform conditions for the im plementation of this Regulation, 
implementing powers should be conferre d on the Commission. Those powers should 
be exercised in accord ance with Regula tion (EU) No 1 82/2011 of the Europ ean 
Parliament and of the Council of 16 Februa ry 2011 laying down the rules and general 
principles concern ing m echanisms for control by the Mem ber States of the 
Commission's exercise of implementing powers14. 

(28) The objectives of this Re gulation are to m inimise the risk that illegally  gene tic 
resources or traditional knowledge associated  with genetic resources are used in the  
Union, and to support the fair and equitable sh aring of benefits resulting from  the use 
of genetic resources or trad itional knowledge associated with genetic re sources upon 
mutually agreed terms. These canno t be ach ieved by the Member St ates individually, 
and can therefore, by reasons of their s cale and to ensu re functioning of  the inte rnal 
market, be better achieved at Union level. The Union may therefore adopt measures in 
accordance with the principle of subsidiarity as set out in Article 5 of the Treaty on  
European Union. In accordance with the princi ple of proportionality, as set out in that 
Article, this Regulation does not go beyond what is necessary to achieve its objectives.  

                                                 
14 OJ L 55, 28.2.2011, p. 13. 
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HAVE ADOPTED THIS REGULATION: 

Article 1 

Subject matter 

This Regulation establishes rules governing access and benefit-sharing for genetic resources 
and traditional knowledge associ ated with genetic resources , in accordance with the 
provisions of the Nagoya Protocol o n access to genetic resources and th e fair and equitab le 
sharing of benefits arising from their utilisation to the Convention on Biological Diversity (the 
Nagoya Protocol).  

Article 2 

Scope 

This Regulation applies to genetic resources over which states exercise sovereign rights and to 
traditional knowledge associated with genetic re sources 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 does  not apply to g enetic resources for which access and benefit-s haring is 
governed by a specialised international instrument to which the Union is a Party. 

Article 3 

Definitions 

For the purposes of this Regulation, the following definitions apply: 

(1) "Nagoya Protocol" means the Nagoya Protocol on Access to Genetic Resources an d 
the Fair and Equitable Sharing of Benefits  Arising f rom their Utiliz ation to the 
Convention on Biological Diversity; 

(2) "genetic m aterial" m eans any m aterial of plant, anim al, m icrobial or other origin 
containing functional units of heredity; 

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

(4) "access" m eans the acq uisition of genetic resources or of traditional knowledge  
associated with genetic res ources in a Party to  the Na goya Protoco l in  accord ance 
with the applicab le do mestic access and benefit-sharing legislation o r regulatory  
requirements of that Party.  

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

(6) "use of genetic resources" means to conduct research and development on the genetic 
or biochemical composition of genetic resources; 
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(7) "mutually a greed term s" m eans the  cont ractual arrangem ent concluded between a  
provider of  genetic re sources o r of  trad itional k nowledge a ssociated with gene tic 
resources and a user of such resources or knowledge, that sets out specific conditions 
for the fair and equitable sharing of benefits  arising from such use, and that may also 
include further conditions and terms for the use of such resources or knowledge; 

(8) "traditional knowledge associated with genetic resources" m eans traditional 
knowledge held by an indigenous or local comm unity 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; 

(9) "collection" means an ensemble of collected samples of genetic resources and related 
information that is accum ulated, store d, and taxonom ically identified, whether 
owned by public or private entities; 

(10) "association of users" m eans a legal person re presenting the interests of users that is 
involved in developing and overseeing best  practices under Ar ticle 8 of this 
Regulation. 

(11) "internationally recognised cer tificate of com pliance" means an access perm it or its  
equivalent issued by a com petent nationa l authority in accordan ce with Article 
6(3)(e) Nagoya Protocol, that is m ade av ailable to the Access and Benefit-sharing 
Clearing-House; 

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

Article 4 

Obligations of users 

1. Users shall exercise due diligence to ascertain that genetic resources and trad itional 
knowledge associated with gene tic resources used were accessed in accordance with 
applicable access and benefit-sharing legislation or regulatory requirements and that, 
where relevant, benefits are fairly and equi tably shared upon mutually agreed terms. 
Users shall seek, keep, and tran sfer to s ubsequent users infor mation relevant for 
access and benefit-sharing. 

2. Users shall: 

(a) seek, keep and transfer to subsequent users information on: 

(1) the date and place o f access of ge netic resources and  traditional 
knowledge associated with such resources; 

(2) the description of genetic resources or trad itional knowledge associated 
with such resources used, including available unique identifiers; 

(3) the source from  which the resources  or the knowledge were directly 
obtained as well as subsequent users of genetic resources or traditional  
knowledge associated with such resources;  
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(4) the presence or ab sence of rights a nd obligatio ns related to acces s an d 
benefit-sharing; 

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

(b) obtain additional information or evidence where uncertainties about the legality 
of access and use persist; and 

(c) obtain a p roper access p ermit, establish m utually agreed term s, or discontinue 
the use where it appears that acces s was not in accordance with applicable 
access and benefit-sharing legislation or regulatory requirements. 

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

4. Users acquiring a genetic resource from  a collection lis ted 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 in formation relevant to access and benefit-
sharing for genetic res ources and trad itional knowledge associated with genetic 
resources. 

Article 5 

Union trusted collections 

1. The Commission shall establish and m aintain a Union register of  trusted collections. 
That register shall be in ternet-based, easily accessible to users, and shall include the 
collections of  genetic  r esources ide ntified a s meeting  the  c riteria of  Union trusted  
collection. 

2. Each Member State shall, upon request by a collection under its jurisdiction, consider 
the inc lusion of  this collec tion in the Union register of  tr usted collec tions. Af ter 
verifying th at the collection m eets the crit eria set out in paragraph 3, the Mem ber 
State shall notify the C ommission without de lay of that collec tion's nam e, contact  
details, and type. The Comm ission shall w ithout delay include the inform ation thus 
received into the Union register of trusted collections. 

3. In order for a collection to be included in  the Union register of trusted collections, a 
collection owner shall demonstrate its capacity to: 

(a) apply standardised procedures for exchanging samples of genetic resources and 
related information with other collections, and for supplying samples of genetic 
resources and related information to third persons for their use; 

(b) have sam ples of genetic resources and related inf ormation supplied to  third 
persons for their use only with docum entation providing evidence that the 
resources and the inform ation were accessed in acco rdance with app licable 
legal requirements and, where relevant, m utually agreed terms for the fair and 
equitable sharing of benefits; 
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(c) keep records of all samples of gene tic r esources and r elated inf ormation 
supplied to third persons for their use; 

(d) establish or use unique iden tifiers for samples of genetic resources supplied to 
third persons; 

(e) use appropriate tracking and m onitoring tools for exchanging sam ples of 
genetic resources and related information with other collections. 

4. Member St ates shall regularly verify th at each collection under their jurisdiction 
included in the Union register  of trusted collections eff ectively applies the measures 
set out in paragraph 3. 

Member States shall inform the Commission without delay if a collection under their 
jurisdiction included in the Union register no longer complies with paragraph 3. 

5. Where there is ev idence that a collection included in th e Union reg ister of  trus ted 
collections does not apply the m easures se t out in paragraph 3, the Mem ber State 
concerned shall without delay identify remedial actions in dialogue with the owner of 
the collection concerned. 

The Comm ission sha ll rem ove a collec tion from  the Union register of trusted 
collections when, in particular on the basis of infor mation provided pursuant to 
paragraph 4, it has determ ined that a colle ction included in the Union register of 
trusted collections faces important or persistent difficulties to comply with paragraph 
3. 

6. The Comm ission shall be em powered to a dopt im plementing acts to establish the 
procedures for implementing paragraphs 1 to 5 of this Article. The implementing acts 
shall be adopted in accordance with the examination procedure referred to in Article 
15(2). 

Article 6 

Competent authorities and focal point 

1. Each Member State shall designate one or more competent authorities responsible for 
the application of this Regulation. Member States shall notify the Commission of the 
names and addresses of their com petent authorities as of  the entry into f orce of this 
Regulation. Mem ber States shall infor m the Comm ission without delay of any 
changes to the names or addresses of the competent authorities. 

2. The Commission shall make public, including on the internet, a list of the competent 
authorities. The Commission shall keep the list up to date. 

3. The Commission shall desi gnate a focal point on ac cess and benefit-sharing 
responsible for providing inform ation to app licants seek ing access to genetic 
resources and traditional knowledge associated  with such resources in the Union and 
to liaise with the Secretariat of the Convention on Biological Diversity. 



EN 18   EN 

Article 7 

Monitoring user compliance 

1. Member States and the Comm ission shall request all reci pients of public research 
funding involving uses  of genetic resour ces and trad itional knowledg e associated  
with genetic resources to decla re that they will exerc ise due diligence in accordance 
with Article 4. 

2. Users shall declare to the com petent authorities established under Article 6(1) that 
they exercised due diligence in accord ance with Article 4 on the occasion of 
requesting market approval for a product deve loped on the basis of genetic resources  
or traditional knowledge associated with  such resources, or at the tim e of 
commercialisation where a market approval is not required.  

3. Competent authorities shall trans mit to the  Comm ission ev ery two years the 
information rece ived o n the bas is of  paragraphs 1 and 2. The Comm ission shall 
summarise the information received and make it available to the Access and Benefit-
sharing Clearing House. 

4. The Comm ission shall be em powered to a dopt im plementing acts to establish the 
procedures for implementing paragraphs 1, 2 and 3 of this Article. The implementing 
acts shall b e adopted in acco rdance with the exam ination procedure referred to in 
Article 15(2). 

Article 8 

Best practices 

1. Any association of users m ay subm it an ap plication to  the Comm ission f or 
recognising as best practice a combinati on of procedures, tools or m echanisms 
developed and overseen by it. The applica tion shall be supported by evidence and 
information.  

2. Where, on the basis of infor mation and ev idence 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, en ables the user to comply 
with its obligations set out in Articles 4  and 7, it shall grant recognition as best 
practice. 

3. An association of users shall inform the Commission of any changes or updates made 
to a recognised best practice for which it was granted recognition in accordance with 
paragraph 2. 

4. If evidence from  competen t auth orities of  the Mem ber States o r other sou rces 
indicates repeated cases where users implementing a best practice fail to comply with 
their obligations under this Regulation, the Commission shall exam ine in dialogue 
with the relevant association of users whether the rep eated cases of non -compliance 
indicate possible deficiencies in the best practice.  
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5. The Commi ssion shall withdraw  the recognition of a best  practice, w hen it has 
determined that chang es to the b est practice compromise a user' s ability to m eet the 
conditions set out in Articles 4 and 7, or when repeated cases of non-compliance by 
users relate to deficiencies in the practice. 

6. The Comm ission shall establish and keep up to date an internet-based register of 
recognised best practices. Th at register shall list in one section best practices 
recognised by the Comm ission in accordance with paragraph 2 of  this Article and 
display in another section best practices adopted on the basis of Article 20(2) Nagoya 
Protocol. 

7. The Comm ission shall be em powered to a dopt im plementing acts to establish the 
procedures for implementing paragraphs 1 to 5 of this Article. The implementing acts 
shall be adopted in accordance with the examination procedure referred to in Article 
15(2). 

Article 9 

Checks on user compliance 

1. The competent authorities shall carry out ch ecks to ver ify if  users comply with th e 
requirements set out in Articles 4 and 7. 

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 im plementation by a 
user of a best practice recognised under Ar ticle 8(2) of this Regulation or under  
Article 20(2) of the Nagoya Protocol reduces that user's risk of non-compliance. 

3. Checks may be conducted when a com petent authority is in po ssession of relevant 
information, including on the basis of s ubstantiated concerns  provided by third 
parties, concerning non-compliance of a user with this Regulation. 

4. The checks referred to in paragraph 1 shall include at least: 

(a) examination of  the measures tak en by a user to exercis e due dilige nce in 
accordance with Article 4; 

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

(c) on the spot checks, including field audits; 

(d) examination of instances where a user was obliged to m ake declarations under 
Article 7. 

5. Competent authorities shall accep t an in ternationally recogni sed certificate of 
compliance as ev idence that the g enetic resource it covers ha s b een accessed  in 
accordance with prior infor med consent and  that mutually agreed term s have be en 
established, as required  by the dom estic access and benefit-sharing legislation o r 
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regulatory requirem ents of the Party to the Nagoya Protocol providing the prior 
informed consent. 

6. Users shall offer all as sistance necessary to facilitate th e performance of the ch ecks 
referred to in paragraph 1, notably as rega rds access to premises and the presentation 
of documentation or records. 

7. Without prejudice to Article 11, where, fo llowing the checks referred to in paragraph 
1 of this A rticle, shortcom ings have b een detected, the com petent au thority sha ll 
issue a notice of remedial actions to be taken by the user.  

Additionally, depending on the nature of the shortcomings detected, Member States 
may take immediate inter im m easures, in cluding inter alia s eizure of  illega lly 
acquired genetic resources and suspension of specific use activities. 

8. The Comm ission shall be em powered to a dopt im plementing acts to establish the 
procedures for implementing paragraphs 1 to 7 of this Article. The implementing acts 
shall be adopted in accordance with the examination procedure referred to in Article 
15(2). 

Article 10 

Records of checks 

1. The competent authorities shall keep records of the checks referred to in Article 9(1), 
indicating in particular their nature and re sults, as well as o f rem edial actions and  
measures taken under Article 9(7).  

Records of all checks shall be kept for at least five years. 

2. The infor mation referred to in paragraph 1 shall be m ade available in  accordance 
with Directive 2003/4/EC. 

Article 11 

Penalties 

1. Member States shall lay down the rules on penalties applicable to infringem ents of  
the provisions of Articles 4 and 7 of this  Regulation and shall take all m easures 
necessary to ensure that they are implemented. 

2. The penalties provided for m ust be eff ective, proportionate and dissuasive. Those 
penalties may include: 

(a) fines; 

(b) immediate suspension of specific use activities; 

(c) confiscation of illegally acquired genetic resources. 
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3. Member States shall notify the rules referred to in paragraph 1 to the Commission by 
[date] at the latest and shall notify it w ithout delay of any subsequent am endments 
affecting them. 

Article 12 

Cooperation 

1. The com petent autho rities shall coo perate with each other, with the ad ministrative 
authorities of third countries and with the Commission in order to ensure compliance 
of users with this Regulation. 

2. The com petent autho rities shall excha nge inf ormation on serious shortcom ings 
detected through checks referred to in Arti cle 9(1) and on the types of penalties  
imposed in accordan ce with Article 11 w ith the com petent autho rities of other 
Member States and with the Commission. 

Article 13 

Union platform on access  

1. A Union platform  on access to  genetic  resources and  traditional knowledge 
associated with genetic resources is hereby established.  

2. The Union platform shall contribute to the streamlining of access conditions at Union 
level by d iscussing related issu es, including the design and  performances of access 
regimes established in Mem ber States , simplified access for non-comm ercial 
research, access p ractices of collections in  the Union, access of Union stakeho lders 
in third countries and the sharing of best practices. 

3. The Union platform may provide non-binding advice, guidance or opinions on issues 
under its mandate.  

4. Each Member State and  the Commission may nominate one regular m ember for the 
Union platform . Stakeholders and other experts in m atters add ressed by this  
Regulation may be invited as appropriate.  

5. The Union platf orm will take de cisions by th e consensus  of  its r egular m embers 
participating in a m eeting. Decisions on procedure m ay be taken by a two-thirds 
majority of the r egular members participating in a m eeting. The f irst meeting of the 
Union platform  shall adopt by consensus its detailed rules of procedure. The 
Commission shall prepare, convene and chair the meetings of the platform.  

Article 14 

Complementary measures 

The Commission and the Member States shall, as appropriate: 
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(a) support inform ation, awareness raising,  and training ac tivities to help 
stakeholders to understand their obligations under this Regulation; 

(b) support the developm ent of sectoral codes of conduct, model contractual 
clauses, guidelines and best practices,  particularly where they would benefit 
academic researchers and small and medium-sized enterprises; 

(c) support the developm ent and use of co st-effective comm unication tools and 
systems in support of monitoring and trac king the use of genetic resources and 
traditional knowledge associated with genetic resou rces by collections and 
users; 

(d) provide technical and other guidance to us ers, taking into account the situation 
of academ ic research ers and sm all and m edium-sized en terprises, in  order to  
facilitate compliance with the requirements of this Regulation. 

Article 15 

Implementing acts 

1. The Comm ission sha ll be assisted by a com mittee. Tha t comm ittee shall be a 
committee within the meaning of Regulation (EU) No 182/2011. 

2. Where ref erence is m ade to this  para graph, Article 5 of Regulation (EU) No 
182/2011 shall apply. 

3. Where the opinion of the comm ittee is to be obtained by writte n procedure, that 
procedure shall be terminated without result when, within the time-limit for delivery 
of the opinion, the chair of the committee so  decides or a two-thirds  m ajority of 
committee members so request.  

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

Article 16 

Reporting and review 

1. Member States shall subm it to the Comm ission, three years after the date of entry 
into f orce of  this Reg ulation and  ever y five years thereafter, a report on the 
application of this Regulation. 

2. Not later than one year after the time-limit for submission of the national reports, the 
Commission shall draw up a repo rt to be subm itted to th e European Parliament and 
the Council. The report by the Comm ission sh all include a first assessment of the 
effectiveness of this Regulation. 

3. Every ten y ears 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 re porting the Commi ssion shall in particular 
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consider the adm inistrative consequences f or public r esearch institutio ns, sm all or 
medium-sized enterpris es and m icro-enterprises. It sha ll a lso conside r the need f or 
further Union action o n access to  genetic resources and  traditional knowledge  
associated with genetic resources. 

4. The Commission shall report to the Conferen ce of the Parties serving as the m eeting 
of the Parties to the Nagoya Protocol on th e measures that the Union and its Member 
States have taken to implement the Nagoya Protocol. 

Article 17 

Entry into force and application 

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

2. Articles 4, 7, and 9 shall apply one year afte r the date of  entry into f orce of  this 
Regulation. 

3. This Regulation shall be binding in its entire ty and directly applicable in all Member 
States. 

Done at Brussels,  

For the European Parliament For the Council 
The President The President 


