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 Background 
 
This note seeks to provide an initial analysis of the strengths and weaknesses of the European 
Commission's Impact Assessment accompanying the proposal on access to genetic resources. 
 
Genetic resources1 are used for research and development purposes in many economic sectors, 
for example plant and animal breeding, food and beverage, pharmaceuticals and cosmetics.  
 
The EU and all Member States are parties to the Convention on Biological Diversity (CBD), in 
force since 29 December 1993. The CBD obliges all parties to facilitate access to genetic resources 
over which they hold sovereign rights and to share, with the party providing these resources, 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. It also addresses the rights of 
indigenous and local communities that hold traditional knowledge associated with genetic 
resources. 
 
The Nagoya Protocol on Access to Genetic Sources and the Fair and Equitable Sharing of 
Benefits Arising from their Utilization to the CBD (hereinafter, the 'Nagoya Protocol') was 
adopted on 29 October 2010. It addresses specifically the issue of the conditions for access and 
benefit-sharing for the use of genetic resources, and ensures that only legally acquired genetic 
resources are used. It is expected to enter into force in 2014. The EU and its Member States are 
politically committed to become Parties to the Nagoya Protocol2. 
 
The rules on access and benefit-sharing of genetic resources in the CDB and its Nagoya Protocol 
operate in a complementary fashion to the WTO and its Trade-Related Aspects of Intellectual 

                                                 
1 'Genetic resources' means genetic material of actual or potential value. 'Genetic material' means any 
material of plant, animal, microbial or other origin containing functional units of heredity. Article 3 (2) 
and (3) of the proposed Regulation. 
2 EP Resolution of 20 April 2012 on 'Our life insurance, Our natural capital: an EU biodiversity strategy to 
2020', P7_TA(2012)0146; and EP Resolution of 15 January 2013 on development aspects of intellectual 
property rights on genetic resources: the impact on poverty reduction in developing countries, 
P7_TA(2013)0007. In both Resolutions, the Parliament calls for swift ratification of the Nagoya Protocol. 
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Property Rights (WTO-TRIPS), the World Intellectual Property Organisation (WIPO), the Food 
and Agriculture Organisation (FAO), the International Union for the Protection of New 
Varieties of Plants (UPOV) and the World Health Organisation (WHO). 
 
The proposed Regulation aims at implementing the 'access' and 'user-compliance' pillars of the 
Nagoya Protocol in EU law. 
 
 Identification of the issue at stake 
 
Under the heading 'problem definition', the Commission explains that the implementation and 
ratification of the Nagoya Protocol is the appropriate response to general expectations, inside 
and outside the EU, that the EU and its Member States will take effective implementing 
measures, particularly in the field of user-compliance.  
 
The IA and its annexes contain a very comprehensive overview of the provisions relating to 
access and benefit-sharing in the Nagoya Protocol, and current practices of access to and 
utilization of genetic resources and associated traditional knowledge in the Europe, including 
an overview of the European genetic resources value-chain and its main actors. The 
Commission also describes how this baseline scenario and the demand for genetic resources 
and associated traditional knowledge are expected to evolve. The future demand for genetic 
resources is expected to grow or at least to remain stable. 'Securing continued and improved 
access to genetic resources seems a major EU priority' (IA, p. 16). 
 
Therefore, the IA describes the problem to be addressed as 'to identify a legally sound, effective 
and efficient way of implementing the Nagoya Protocol in the Union, through measures that 
satisfy our international obligations under the Protocol and that create legal certainty and an 
enabling context for those involved in research and development on genetic resources in the 
EU' (IA, p.9). 
  
Objectives of the legislative proposal 
 
The problem description, in a somewhat circular manner, corresponds to the identified general 
objective 'of the IA study' as 'to identify appropriate measures for implementing the Nagoya 
Protocol in the EU and to enable the Union to ratify and comply with the Protocol' (IA, p. 20). 
The Commission does not give any general or overarching objective of the ratification and 
implementation of the Nagoya Protocol by the EU. However, it does identify several objectives 
of such ratification and implementation, called 'specific objectives': 
 

– to support the conservation and sustainable use of biological diversity within the EU 
and worldwide; 

– to provide EU collections, and researchers and companies in Europe with improved 
and reliable access to quality samples of genetic resources at low cost and with high 
legal certainty for acquired material; 

– to maximise opportunities for research, development and innovation in nature-based 
products and services, while establishing a level playing field for all EU users of genetic 
resources, with particular benefits for SMEs and for publicly funded, non-commercial 
research;  

– to protect the rights of indigenous and local communities that grant access to their 
traditional knowledge associated with genetic resources; and 

–  to fully respect other international specialised access and benefit-sharing instruments 
and to be mutually supportive with other relevant international instruments and 
processes. 
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The operational objectives of the proposed Regulation are the following: 
 

– to establish a credible system for user-compliance measures; 
– to improve information on access and utilisation of genetic resources in the EU; 
– to minimise overall implementation costs and burdens, particularly for SMEs. 

 
 Range of the options considered 
 
The IA considers a broad range of policy options, logically grouped according to the part of the 
Nagoya Protocol which they seek to implement. According to the Commission, the main 
criterion applied for the developing of the policy options was that 'an option would need to 
implement particular aspects of the Nagoya Protocol, and that the totality of options would 
need to address all aspects of the Protocol implementation' (IA, p. 21). 
 
'Business as usual' 
The 'no policy change' option would mean that the Union ratifies the Nagoya Protocol, but that 
no implementing measures are taken, either by the EU or by Member States. Because pursuing 
this option would expose the EU to possible challenges under the Protocol's non-compliance 
mechanism, and it would cause European collections, researchers and companies to face more 
restrictive access conditions, the 'business as usual' option is not analysed further. However, the 
baseline scenario is used throughout as a point of reference for the assessment of the impacts of 
the retained options. 
 
Options implementing the Protocol's access pillar 
 
Both retained options concerning the access to genetic resources would give the Member States 
the discretion to take binding measures, requiring benefit-sharing or not, and, if so, how to 
comply with the relevant obligations under the Nagoya Protocol. 
 
Option A-1 - No EU action would be taken on the implementation of the access pillar. 
 
Option A-2 - An EU platform would be established, allowing for discussion on access practices 
between the EU, access and benefit-sharing focal points, competent national authorities and EU 
stakeholders. 
 
Options implementing the Protocol's user-compliance pillar (utilization of genetic resources and 
traditional knowledge) 
 
Option UC-1 -  leaves maximum discretion to the Member States to take binding measures, with 
soft coordination at EU level through the Open Method of Coordination. 
 
The three following options entail some form of binding measures at EU level. 
 
Option UC-2 - Self-standing general due diligence obligation on EU users. The due diligence 
concept requires EU users to meet a 'reasonable standard of care' and to take steps 'to the best of 
their ability' to ensure that genetic resources and associated traditional knowledge utilised have 
been acquired in line with access laws of provider countries, and that resulting benefits are 
fairly and equitably shared. 
 
Option UC-3 - General due diligence obligation on EU users, as described in Option UC-2, 
combined with a system for formal recognition of collections as 'trusted sources'. This control 
system ensures that only well-documented samples of genetic resources are made available for 
utilization. 
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Option UC-4 - Prohibition on utilising illegally acquired genetic resources. Compliance with 
this prohibition would be monitored 'downstream', by obliging users to declare to public 
authorities whether they used genetic resources in conformity with the requirements on access 
and benefit-sharing.  
 
Options concerning the temporal application of possible binding EU rules 
 
Option T-1 - Application of implementing measures to genetic resources, acquired and utilized 
after the entry into force of the Nagoya Protocol. 
 
Option T-2 - Application of binding rules as of the entry into force of the Convention on Bio-
Diversity in 1993. 
 
Complementary measures 
 
The options containing complementary measures can be combined with the main options on 
access and user-compliance. The purpose is to enhance their effectiveness. 
 
Option C-1 - Bilateral cooperation between the EU and major provider countries or regions of 
genetic resources, particularly with countries that are recognised as 'biodiversity hotspots'. 
 
Option C-2 - Supporting the development of sectoral codes of conduct, guidelines and 
contractual model clauses; 
 
Option C-3 - Supporting the development and deployment of technical tools for tracking and 
monitoring genetic resources flows; 
 
Option C-4 Awareness raising and training activities; 
 
Annex 4 provides an overview of policy options that were briefly considered but discarded in 
the IA, mainly because of doubt about EU competence, no apparent need to intervene at EU 
level, or apparent and major legal or practical difficulties (IA, p. 21). 
 
On the basis of its assessment, the Commission states that its preferred combination of 
options is A-2 (EU platform), with UC-3 (general due diligence obligation and 'trusted 
sources' system), T-1 (application to future acquisitions of genetic resources) and all of the 
complementary actions (C-1, C-2, C-3 and C-4). 
 
 Scope of the Impact Assessment 
 
The IA addresses the potential impacts of the policy options in a very clear, logical and 
systematic way. The economic, social and environmental impacts of the retained options are 
analysed, as are a number of criteria that stem from the specificities of access and benefit-
sharing and from the Nagoya Protocol - such as the flexibility to allow for future development 
and fine-tuning and the capability to improve the knowledge base about acquisitions, transfer 
and use of genetic resources.   
 
The economic impacts are, for example, the creation of an EU level playing-field, greater legal 
certainty, more R&D opportunities and administrative costs. The social impacts cited are the 
potential to contribute to social objectives, such as health, food security and nutrition, job 
creation or maintaining existing jobs in the sector, and the protection of rights of indigenous 
and local communities. The two analysed environmental impacts are the enhancement of a 
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knowledge-base for biodiversity conservation and the potential for generating non-monetary 
and monetary benefits in favour of conservation and sustainable use of biological diversity. 
 
The IA analyses how different choices in the temporal application of binding EU measures 
would impact on their performance. Furthermore, it explains, by way of hypothetical scenarios, 
how the preferred access and the preferred user-compliance options would work together in 
practice, and what added value the complementary measures would have. 
 
 Subsidiarity  
 
The proposed Regulation is based on the Union's environment competence under Article 192(1) 
TFEU. 
 
Whereas the Commission expresses doubt as to the need for and appropriateness of binding 
measures at EU level relating to the access pillar, it argues that a EU-harmonised approach to 
implementing the user-compliance pillar would provide for legal certainty and would establish 
a level playing-field for all actors, minimising risks of operation and maximising research and 
development opportunities. An EU Regulation would seem appropriate to ensure the highest 
level of harmonisation (IA, p. 25) 
 
The national parliaments of France, Sweden and Italy have issued reasoned opinions, raising 
problems with respect to the proposal's compliance with the subsidiarity principle.  
 
 Budgetary or public finance implications 
 
The proposal seems not to entail any significant financial implications for the EU budget. The 
part of the assessment of the economic impacts describes expected public costs for Member 
States. 
 
 SME test / Competitiveness 
 
The expected impacts of the different options on SMEs and on the competitiveness of the 
sectors using genetic resources, are assessed and compared for the different options under the 
heading 'economic impacts'. 
 
 Relations with third countries  
 
The IA analyses the effect the options could have on the relations between party and non-party 
countries to the Nagoya Protocol. For example, the chosen due diligence approach would 
facilitate the interaction of EU stakeholders with partners from non-parties to the Protocol, who 
are outside the reach of EU law on user-compliance (IA, Annex 4, p. 50). In addition, the EU's 
approach 'could become a reference point for user-compliance measures taken by other 
industrialised countries and in emerging economies' (IA, p. 8). 
 
 Quality of data, research and analysis 
 
The IA contains a mainly qualitative analysis of the options. A five-step grading system is 
applied, ranging from '++' for significant positive impact, over '0' for neutral impact, to '--' for a 
significant negative impact. Annexes 5 and 6 provide for more detailed and very informative 
tables, explaining the grading symbol attributed to the option. 
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In several places, the IA warns for data limitations. There is little quantitative information 
available on the use and exchange of genetic resources, and of their economic relevance at 
sector level. 
 
 Stakeholder consultation 
 
The Commission has organised consultations on possible measures for implementing the 
Nagoya Protocol with Member States, third countries and other stakeholders. It conducted a 
web-based public consultation at the end of 2011. Annex 3 contains an overview of stakeholder 
opinions, but these opinions are not systematically mentioned throughout the IA. 
 
 Monitoring and evaluation 
 
The Commission plans to launch, in 2017 or 2018, a technical study documenting practices of 
EU sectors utilising genetic resources. Key indicators for monitoring and evaluation will be 
developed together with Member States experts. The IA contains a list of six possible indicators 
(IA, p. 52). 
 
 Commission Impact Assessment Board 
 
The Commission's IA Board considered the draft IA and formulated recommendations for its 
improvement. As a consequence, DG Environment within the Commission has clarified, by way 
of examples, the current approach to access and benefit-sharing. However, it does not seem to 
have followed-up some of the IA Board's recommendations, for example to demonstrate that 
the unilateral implementation of the Protocol by Member States would disrupt the functioning 
of the internal market, and to what extent the access legislation, as already enacted in Spain and 
Bulgaria, is likely to infringe on the free movement of goods and researchers. 
 
 Coherence between the Commission's legislative proposal and IA  
 
The legislative proposals and IA submitted by the Commission appear to correspond. 
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