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1 INTRODUCTION
The analysis reported focuses on the identification and analysis of the positive and negative
consequences (including administrative and other costs) of compliance with the Regulation
(EU) No 511/2014 on compliance measures for users from the Nagoya Protocol in the Union
(hereinafter EU ABS Regulation) for both public research institutions and industry, including
for small and medium-sized enterprises (SMEs), taking into account specific sectors (as
listed below in this document).
The document is structured as follows:


Section 2 describes the scope and objectives of the analysis, the methodology
adopted, the profiles of the sample of respondents and the limitations of the
analysis;



Section 3 reports the main findings of the analysis, including the compliance
mechanisms designed by the organisations included in the study and their more
immediate implications, the assessment of guidance and assistance available, the
benefits perceived by the respondents and the challenges and obstacles in the
medium to long term;



Section 4 includes the conclusions and recommendations from the analysis.
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2 CONTEXT AND METHODOLOGY
This section describes the scope and objectives of the analysis (section 2.1), the
methodology adopted (section 2.2), the profiles of the sample of respondents (section 2.3)
and the limitations of the exercise (section 2.4).

2.1

Purpose and scope of the exercise

The task focuses on the identification and analysis of the positive and negative
consequences (including administrative and other costs) of compliance with the EU ABS
Regulation for both public research institutions and industry, including for small and
medium-sized enterprises (SMEs), taking into account specific sectors.
The table below summarises the main obligations defined by the EU ABS Regulation for
users (both from public and private sectors) of genetic resources (GR) and traditional
knowledge associated with genetic resources (hereinafter referred also as associated
traditional knowledge or aTK) in the EU.
Table 1 - Selected obligations under the EU A BS Regulation

Article

Nature of obligation

Target

A rticle 4(1)

Due diligence to e nsure access in accordance with ABS le gislation, and
fair and e quitable sharing of benefits upon Mutually Agreed Terms of
use (MATs) in accordance with le gislation

Public
re search
institutions

Se e k , k e ep and transfer to subsequent use rs inte rnationally
re cognised ce rtificate of com pliance, MATs or othe r re le vant
inform ation/documents

Public
re search
institutions

A rticle 7(1)

R e quest all re cipients of re search funding involving the utilisation of
GR and aTK to declare that they e xercise due diligence in accordance
with Article 4

Public
re search
institutions 1

A rticle 7(2)

At the stage of final de velopment of a product de veloped via the
utilisation of GR or aTK, de clare to C ompetent Authorities (C A) they
have fulfille d obligations under Article 4 and subm it re le vant
inform ation

Industry

A rticle 4(3)

Industry

Industry

Source: Own elaboration from EU ABS Regulation

The EU ABS Regulation also provides for voluntary measures supporting compliance. Article
8(1) of the EU ABS Regulation introduces the possibility for associations of users or other
interested parties to submit a combination of procedures, tools or mechanisms to be
recognised as best practices in the EU by the Commission. Article 5 of the EU ABS
Regulation provides for the establishment of a register of collections of genetic resources
and defines the characteristics for a collection (or its part) to be included in the register.
The procedure of assessing whether a collection fulfils the criteria to become a registered
collection is handled by the competent authorities in the Member State where it is located.
While these two are voluntary measures, the analysis of the EU ABS Regulation seeks to
cover these aspects as well.
The analysis focuses on the positive and negative implications for public research
institutions and industry resulting from their efforts to comply with these obligations, such
as administrative processes created and related organisational changes (for instance, if
new hires were needed), any investment needed (such as training and/or software), or
any implications on the established business processes (for instance, a longer time to have
Article 7(1) is an obligation on Member States and the C ommission to re quest the re cipients of a re search fund
to submit a due diligence declaration, which then re quires action on the part of re cipients of re search funds.
1
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funding approved and/or project concluded).
In addition to the analysis of the impact of the obligations and voluntary measures listed
above, the task will also take into account guidance and assistance activities available and
targeted to public research institutions and industry, the appraisal of such activities by the
target audience, and any perceived strengths and weaknesses.

2.2

Approach and methodology

As the analysis focuses on the same aspects of compliance with the EU ABS Regulation for
both research institutions and industry, the same general approach was followed, with
some tailoring of the tools for the different targets.
Research organisations and industry, from the sectors potentially impacted by the EU ABS
Regulation, were identified and contacted2, namely:
 Pharmaceuticals
 Biotechnology
 Cosmetics
 Plant breeding
 Animal breeding
 Food and agriculture
 Biocontrol
 Human Health (Medical research outside pharmaceuticals).
The analysis focuses on the experience of research organisations a nd companies in
complying with the EU ABS Regulation, including related direct and indirect costs, such as
the need to put in place further guidance tools or assistance activities to support users.
The analysis also provides for an overview of opinions on the main problems and issues
encountered.
Given the nature of the topics investigated, it was agreed to collect information via semistructured interviews, conducted over the phone or in person when possible. Semistructured interviews were chosen as they allow information to be collected in a structured
and comparable way, but also to gather additional inputs that may arise during the
interview. The interviews were based on questionnaires, designed in cooperation with
the Commission, which took into account the main due diligence obligations of research
organisations and companies.
The analysis of implications for research institutions built upon the results of a
preliminary set of questions included in the survey on the implementation of Article 7(1)
from the viewpoint of funding applicants, which was part of another related task. The
analysis of research institutions was structured thus as a follow-up to this survey.
During the survey, researchers were asked whether they agreed to being contacted for a
follow-up investigation on the implications of the EU ABS regulation for their research
activities. Those who agreed were then contacted via email to set up interviews. Another
group of researchers were identified and contacted among those who registered to the
Declare platform and submitted or were about to submit a Due Diligence Declaration
(DDD)3. The additional sub-sample of researchers was included to ensure input on the
declarations, such as for example evaluating the functioning of the Declare platform and
any related costs and issues. The total number of declarations submitted by European
organisations is still very limited, and most of them were submitted by research
The se lection of re levant sectors took into account the list of sectors addre ssed by the C ommission in its ongoing
work to draft additional guidance for specific sectoral issues.
3
Use rs’ consent to be contacte d was sought and personal data in DEC LARE we re tre ated in conformity with the
Ge ne ral Data Protection R egulation (EU) 2016/679 (GDPR).
2
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organisations. It was thus agreed with the Commission to contact the Competent
Authorities of those Member States where more declarations were submitted and ask for
their support for identifying and contacting research organisations. The German Competent
Authority was the most responsive, hence many researchers interviewed for this study
work in German research organisations.
The analysis of the implications of the EU ABS Regulation for industry organisations
followed a slightly different approach.
It was decided not to design an online survey targeted to industry to measure awareness
about the EU ABS Regulation obligations, as more time would have been required for
launching this survey over the summer period. Instead, a set of questions, the same as
those included in the survey to research institutions was included in the interviews with
industry, allowing for comparison of answers among the two target groups.
The identification of businesses for carrying out interviews was therefore crucial for the
analysis. We adopted a snowball strategy, firstly contacting industry representative
organisations or associations active at EU level in each of the sectors identified. The
organisations contacted included both those that are members of the EU ABS Consultation
Forum and additional ones. The reason for broadening the set of organisations beyond the
EU ABS Consultation Forum was to try to widen the potential pool of respondents and
reduce any potential bias. The organisations contacted include:
 Pharmaceuticals: European Federation of Pharmaceutical Industries and
Associations. Vaccines Europe, European Association for Bioindustries, European
Association of Euro-Pharmaceutical Companies, International Society for
Pharmaceutical Engineering, Medicines for Europe, The European Generic and
Biosimilar Medicines Association, European Biopharmaceutical Enterprises
 Biotechnology: The expert network for chemical engineering and biotechnology in
Germany (DECHEMA), The Germany Industry Association for Biotechnology (VBU)
 Cosmetics: Cosmetics Europe, European Federation for Cosmetic Ingredients,
International Fragrance Association, European Federation for Cosmetic Ingredients
(EFFCI), European Organisation of Cosmetic Ingredients Industries and Services
 Plant breeding: European Crop Protection Association, European Association for
Research on Plant Breeding, European Seed Association, European Plant Science
Organisation, CIOPORA
 Animal breeding: European Federation of Animal Science, European Forum of
Farm Animal Breeders (EFFAB), European Regional Focal Point for Animal Genetic
Resources (ERFP)
 Food and agriculture: Agrinatura, European Federation for Agricultural Recycling.
FoodDrinkEurope
 Biocontrol: International Biocontrol Manufacturers Association, International
Organisation for Biological and Integrated Control. Association of Manufacturers and
Formulators of Enzyme Products (AMFEP), International Biocontrol Manufacturers'
Association (IBMA)
 Human Health (Medical research outside pharmaceuticals): Association of
the European Self-Medication Industry (AESGP).
The identification of businesses, and in particular SMEs, to be interviewed is always a
delicate process in these types of exercises. In addition, the EU ABS Regulation is quite
specific in its scope and objectives and affects only a relatively limited number of
businesses in the sectors identified as relevant, which adds further complexity. It is our
experience that cooperation with even a small number of representative organisations can
provide very good indications and contact details for setting up interviews and is a much
quicker way than trying to identify potential interviewees solely from desk research. For
these reasons, it was decided to contact umbrella organisations and request they provide
Analysis of implications of compliance with the EU ABS Regulation for research
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contact details of members who had direct experience with the Regulation and who would
be willing to participate in the interview. In a few cases, representative organisations
requested to be part of the study directly. Such requests were accepted and interviews
were carried out to collect additional inputs.
Concerning the timeframe of the exercise, the interview questionnaires were drafted
and finalised in cooperation with the Commission during the summer of 2019. The
interviews were then scheduled and carried out between mid-September and mid-October
2019, which left sufficient time for consolidating the input and following-up with
clarifications when needed.

2.3

Profile of the respondents

The analysis includes inputs from both researchers and industry active in the sectors
impacted by the EU ABS Regulation, collected via an online survey and interviews.
The online survey for researchers was carried out in the period between early July and
mid-September 20194, while a similar survey on awareness to businesses and industry was
not carried out as explained above. A few questions on awareness were retained in the
interview questionnaires addressed to business and industry as ice-breakers and for
facilitating comparison with researchers. The interviews were carried out over four weeks,
between mid-September and mid-October 2019.
Overall, the analysis includes a total of 65 valid (i.e. complete) responses to the surveys,
and 30 interviews, which to a large extent overlap with the respondents to the survey (see
Figure 1).
Figure 1 – Overview of respondents
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Source: own elaboration, N=65

The vast majority of respondents in the sample are research organisations (43 out of 65).
Overall, respondents from industry are for the most part companies active in the sectors
impacted by the EU ABS Regulation (17 out of 65), while umbrella organisations are also
represented (6). ‘Other’ respondents include regulatory bodies responsible for vaccines,
drugs and medical devices (5 in total).
The sector composition of the sample of respondents is balanced among the different
sectors, as shown in the Figure below.

This survey was part of another e xercise that Milieu Consulting carrie d out for the European C ommission. The
surve y was use d to facilitate the ide ntification and se lection of re spondents from the re se arch world for this
analysis.
4
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Figure 2 – Respondents by sector of activity
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Source: own elaboration, N=65. Please note that many of the respondents are active in two or more sectors
(multiple answers were possible)

Most of the respondents (both from research and private sector) come from the fields of
biotechnology, human health and pharmaceuticals, while the ‘other’ option includes a
variety of activities, mostly in the fields of biology, including microbiology, zoology and
taxonomy and ecology.
The geographical distribution of the respondents is shown below.
Figure 3 – Respondents by geographical distribution
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Source: own elaboration, N=65

Respondents come from 19 different Member States, wit h higher shares from Germany,
Belgium and the UK. The largest share of respondents (23%) originated from Germany,
and can be attributed to the higher level of engagement in the survey among researchers
and the support received by the Competent Authority in identifying and contacting research
organisations and companies interested in participating. Many respondents (20%)
originated from Belgium, which can be explained by the inclusion of umbrella organisations
in the analysis, most of which are based in Belgium.
The online survey was further complemented by a set of 30 interviews with researchers
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and company representatives, aiming to obtain a better understanding of the main
difficulties and costs encountered, and of the issues and benefits perceived.
The sample of interviewees includes researchers (11), company representatives (14) and
a limited number of representatives from umbrella organisations (5).
Figure 4 – Composition of the interviewees sample
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The sector distribution of interviewees is similar to the overall respondents who
participated in the survey, with a larger share from the pharmaceuticals and plant breeding
sectors (23% and 13% respectively), while sectors such as animal breeding and cosmetics
are under-represented. Representative organisations from those sectors were contacted,
but with limited success. The animal breeding representative organisations explained that
the EU ABS Regulation impacts the sector in only a minor way, and for this reason provided
limited input. Contacts with representatives from the cosmetics’ sectors were more
numerous, but the individual companies contacted did not provide any input, despite
several attempts to set -up interviews. It should be also noted that many of the
organisations interviewed are active in several of the sectors included in the study, which
means a precise classification is not possible.
The geographical distribution of interviews is more limited than in the larger
respondents’ sample to the survey, as it only includes five EU Member States, with
Germany being the more represented (39%). It should be noted, however, that many of
the industry respondents are large companies, with offices and presence in more than one
Member State, and often in several third countries. Therefore, the input provided often
refers to a larger number of countries, both EU Member States and third countries. The
classification only captures the Member State where the respondent is based. The
researchers interviewed are to a large extent a sub-set of those who had replied to the
online survey, who agreed to be contacted for a follow-up interview, complemented by a
similar number (6) of researchers who had already submitted a Due Diligence Declaration
or who had registered with the Declare platform.
The companies which participated in interviews are for the most part large companies
(12), established in more than one EU Member State and often with links or branches in
third countries. Despite the efforts in trying to contact SMEs, only a very limited number
of respondents (two) are medium-sized companies. In addition to the common obstacles
in their participation to such analysis (e.g. language barriers, lack of time and resources
to join), the very nature of the EU ABS Regulation might be considered as a key factor.
The Regulation focuses on research and development activities, that, for the most part,
are challenging for small companies, due to limitations of resources. Therefore, it is
understandable that many of the companies contacted were medium to large-sized.

2.4

Limitations of the analysis

The analysis presents several limitations, which can be linked to three main factors:
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 the scope of the exercise;
 the timing of the exercise; and
 the methodological approach, which descends from the previous two.
Concerning the scope of the analysis, it aims to provide an initial understanding of the
implications of compliance with the EU ABS Regulation for both research organisations and
private sector companies. Therefore, the number and detail of research questions are
focused on the compliance aspects and their implications. Whenever possible, the analysis
tries to compare the findings across sectors of research and type and size of organisation
(i.e. research or company, large or small).
Concerning the timing of the analysis, it takes place only five years after the EU ABS
Regulation entered into force. The first report of the Commission on implementation of the
Regulation has shown that not all EU Member States have advanced in the same way with
the implementation5. In addition, five years is a limited amount of time in the sectors
covered, when research and development activities often span over a decade, so that many
of its effects and implications have not become evident.
The approach and methodology have been designed taking into account the issues
mentioned above, as well as the time and resource constraints of the task. The recruitment
channels used for both researchers and company representatives have relied to a large
extent on existing networks, including national Competent Authorities and representative
organisations at EU level. In addition, the identification and contacting of perspective
respondents had to be completed in a comparatively short amount of time, i.e. in early
September for interviews to be concluded by mid-October. Therefore, this led to the
recruitment of those organisations and companies which are already more aware of the EU
ABS Regulation and more willing to cooperate, leading to some self-selection of the
respondents’ sample. While the sample is not necessarily representative of the situation
in terms of awareness, compliance implications and perceived benefits across the EU, it
still provides some useful indications to support the Commission in the implementation of
the EU ABS Regulation and related activities.
In addition, while representative organisations were contacted for all the impacted sectors,
some were more responsive and outspoken than others, which has led to some overrepresentation of the pharmaceutical and plant breeding sectors in the sample of
interviewees, while sectors such as animal breeding and cosmetics are less represented.
Finally, the vast majority of respondents to both the surveys and the interviews have
experience with genetic resources rather than associated traditional knowledge. Most of
the findings therefore related to genetic resources more specifically but can potentially be
extended to associated traditional knowledge. When possible, findings and problems
specific to associated traditional knowledge were included.

5

R e port from the C ommission to the European Parliament and the C ouncil R egulation (EU) No 511/2014 of the
Europe an Parliament and of the C ouncil of 16 April 2014 on com pliance m e asures for use rs from the Nagoya
Protocol on Acce ss to Ge ne tic R e sources and the Fair and Equitable Sh aring of Be nefits Arising from their
Utilization in
the
Union, C O M/2019/13 final,
available at:
https://eur-lex.europa.eu/legalconte nt/EN/TXT/?qid=1548339471740&uri=C OM%3A2019%3A13%3AFIN.
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3 MAIN FINDINGS
This section presents the main findings from the analysis of the implications of compliance
with the EU ABS Regulation for research organisations and companies. It includes the key
findings from: the compliance mechanisms and related costs with the EU ABS Regulation
(section 3.1); the most immediate and evident implications of due diligence obligations
(section 3.2); the guidance and assistance as well as some perceptions about the voluntary
tools (section 3.3); the benefits perceived (section 3.4) and the challenges and obstacles
encountered (section 3.5).
The section also summarises the results of the survey and interviews with research
organisations and companies, providing details and examples when available. It also
reports the aggregated findings, as well as the details and specific results per sector, when
different from the overall results.

3.1

Compliance mechanisms

Findings from both the survey and interviews demonstrate limited experience among both
research organisations and companies with submitting due diligence declarations (DDD)
and the Declare platform. Most of the respondents (85%) have not submitted a DDD yet,
nor plan to do so in the near future. This is consistent with the limited number of DDDs
submitted so far and reflects the long time (often spanning over a decade) needed for
research and development activities in the sectors impacted.
Therefore, the c ompliance mechanisms described, the related costs, issues and
implications relate more to the general due diligence obligation defined by the EU ABS
Regulation (Articles 4(1), 4(3)). Limited evidence on the implications of submitting DDDs
(articles 7(1) and 7(2)) is provided when available.

3.1.1 Compliance procedures, tools and related costs
When asked about the obligations related to the EU ABS Regulation, an overwhelming
majority of respondents consider these as ‘complex and burdensome’, as shown by the
figure below. The opinion is shared by interviewees in both industry and research. The
more nuanced views among researchers can be related to their lower awareness and
limited direct experience in applying the Regulation.
Figure 5 – Complexity of EU A BS Regulation obligations
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Source: own elaboration, N=65

All of the stakeholders interviewed reported that their organisations had to establish
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compliance mechanisms and procedures to meet the obligations related to the EU ABS
Regulation. The extent of these mechanisms and procedures varies, depending on whether
the organisation is a research institution (such as universities) or a private sector company,
and on the size of the organisation (large, medium or small), while there is no no ticeable
difference in the approach among sectors.
Overall, larger organisations (either research institutions or private companies) have a
better awareness of the compliance obligations of the EU ABS Regulation and of their
impacts on everyday activities. This is also related to the larger volumes of genetic
resources and/or associated traditional knowledge they process (from a few hundred to
30,000 per year). Smaller organisations struggle with grasping the full extent of the
obligations on their activities and take longer to adapt. As one researcher from a small
university commented “We are not even at the stage of understanding what the costs will
be to comply with our obligations. It’s just about getting an understanding of how and what
researchers have been getting a hold of”. Larger companies and umbrella organisations
interviewed report a similar situation for many of the smaller companies with which they
are in contact. It was reported by these interviewees that smaller companies continue to
have limited awareness of the practical implications of the EU ABS Regulation in their daily
activities and rely heavily on guidance and assistance from sectoral organisations and large
companies.
In the simplest forms reported, the compliance mechanisms described consist of a
checklist, on the origin and use of the genetic resources and/or associated traditional
knowledge that the project manager needs to verify and complete before proceeding with
the project. The development of such checklists is often described as a complex process,
which requires several months (up to one year in a few cases) and the use of both legal
and technical expertise, from within the company and (in limited cases) from external
advisors. The verification of the checklist is not merely a formal exercise, but requires
previous training and dedicated tasks, which can take up to one day of work. A notable
number of research organisations interviewed (5) have also adopted comparatively simple
compliance procedures, which are based on the knowledge and experience acquired by
researchers, and to guidance provided on a case-by-case basis by internal administrative
and legal departments.
More often, and for larger organisations, the compliance mechanisms and procedures are
much more structured, and rely on a combination of IT tools, legal advice and
technical knowledge. Furthermore, the development of compliance mechanisms and
procedures occurred in stages, especially among large private sector companies, for which
the initial investigation phase was followed by a more operational one. Companies first had
to understand what the ABS-related obligations would mean for their business, and then
how to comply with such obligations.
During the initial investigation phase, most of the large companies interviewed devoted
time and resources to gaining an understanding of the EU ABS Regulation, its relationship
with the Nagoya Protocol, and the likely impact on their daily activities. This initial phase
took place around the time when the Regulation entered into force in 2014 and focused on
understanding the obligations imposed by the Regulation, their scope and how to integrate
them in the ‘business-as-usual’ practices. It became apparent that compliance with the
Regulation required the combination of legal, technical and scientific expertise, because
each of this expertise in isolation did not provide for the full view of the implications for
the organisation. Sectors such as pharmaceuticals and plant breeding were particularly
active in this initial phase, while others, such as animal breeding, adopted a more ‘wait
and see’ approach, expecting some precise guidelines. One of the interviewees, from a
large plant breeding company, reported that the organisation has spent about EUR ½
million per year on compliance since the Nagoya Protocol entered into force. While such a
figure is not so large for a company with an annual turnover of almost EUR 100 million per
year, it still represents a relatively significant cost.
Once the investigation phase provided a better understanding of the compliance
obligations, many organisations proceeded with designing and implementing internal
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procedures and tools.
The majority of companies interviewed (12) developed an IT tool to help with collecting
the information related to the origin of genetic resources and/or associated traditional
knowledge, and to track and trace their use throughout the different research and
development phases. In about half of the cases this required modifying existing databases
and tracking systems to integrate information such as whether or not the genetic resources
and/or associated traditional knowledge fit within the scope of the Nagoya Protocol and the
EU ABS Regulation, the county of origin and the terms of use. In the remaining cases, it
was necessary to build a new IT tool, as the existing systems could not integrate the new
functionalities. Only one of the research organisations interviewed developed such a
database, while most of the others rely on established procedures and experience
developed by research groups and administrative departments. Some of the companies
interviewed also developed a decision tree tool that helps researchers to understand
whether or not their research project falls within the scope of the EU ABS Regulation and
what obligations and procedures are triggered as a result.
The costs for developing and maintaining such IT tools vary across the sample of
respondents, ranging from about EUR 6,000 to EUR 200,000 for development and EUR
3,000 to 40,000 for maintenance on a yearly basis. Maintenance activities do not only
cover IT functionalities, but also, and more importantly, ensuring that the information
included in the IT systems is in line with the evolution of the access legal framework in the
EU Member States and in third countries, and with the research techniques used. This
requires the work of both legal and research personnel for between one to two days per
month, on average. The development and testing of the IT tools required from a few weeks
to six months, depending on the complexity, and was not described as particularly difficult
or burdensome by the stakeholders interviewed. However, they all stressed that the
longest, most complex and expensive phase involves understanding the scope and
requirements of the EU ABS Regulation and the implications for the company procedures,
which was an essential pre-requisite for the development of the IT tools.
Most of the organisations interviewed (and especially large companies) set up permanent
internal working groups to deal with the implications of the Nagoya Protocol and of the
EU ABS Regulation. In general, these groups are composed of four to eight people, in
similar proportion to legal and research departments. The members of the working groups
are always senior profiles, with many years of experience in their respective fields and in
policy-related work. Since the earlier phases, it has been evident that the implementation
of the EU ABS Regulation would require in-depth knowledge of several fields, and that
could not be delegated to junior roles. Furthermore, it also became evident to most of the
organisations interviewed that the full understanding of the due diligence obligations would
require the strict cooperation of both legal and research personnel. In a limited number of
cases (three of the organisations interviewed), it was decided to create a specific job
position dealing with compliance obligations with the Nagoya Protocol and the EU ABS
Regulation. This is more common in private sector companies, where s uch positions are
covered by senior profiles combining knowledge of legal, sectoral and research practices.
The identification and recruitment of such profiles is not considered easy, as the y are not
easy to find. Consequently, they are comparatively expensive, costing about EUR 150,000
per year. Such an approach is far less common among research institutions. Only one of
the research organisations interviewed had created a similar position, and quite recently.
Interestingly, it is the only research organisation encountered in this study that decided to
develop an IT system, signalling a more structured and systematic approach to the
compliance issue. As mentioned earlier, most of the research organisations (and the
smaller private sector companies) rely on simpler mechanisms, and especially on the
experience of senior researchers, heads of departments and heads of research groups, and
on some guidance by the legal and/or administrative departments.
About half of the stakeholders interviewed (13) have used external support for complying
with the due diligence obligations. In most cases, it was legal support in understanding
whether or not certain research activities would fall within the scope of the EU ABS
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Regulation. Research organisations seem to rely to a larger extent on the support of the
ABS Competent Authorities in their Member State for advice. In a limited number of cases
(two of the organisations interviewed, both private sector companies), external support
has also been used for training and acquiring a better knowledge of the Regulation and
related obligations. Sectoral umbrella organisations are considered very important in this
role, as they are often the first reference point when trying to get a better understanding
of the EU ABS Regulation provisions, especially for smaller companies.
The EU ABS Regulation also imposes the obligation to keep information about genetic
resources and/or associated traditional knowledge for a minimum period of 20 years after
the end of the time of utilisation. For most of the respondents, this obligation is not
problematic, as in many cases research organisations and private sector companies already
have similar record keeping procedures. Therefore, this obligation fits with ‘business as
usual’ practice, or required only minor changes and adaptations, with also limited costs.
Plant breeding is the only sector where this obligation is challenging, because of the
inherent dynamics of the sector. As plant breeding reuses systematically genetic resources
from existing varieties, the implication for record keeping is that the period of utilisation
never ends, as a product created with genetic resources requiring DDD can be used for
developing another commercial product. This implies – in the view of the interviewed- that
the ‘old’ DDD needs to be included in the new documentation, kept indefinitely, as the
cycle is likely to repeat6. This implies that plant breeding companies would keep the records
indefinitely, with an exponential increase in the volume of record keeping activities, based
on the stakeholders’ understanding7.
Recurring activities (and related costs) are carried out mostly by large private sector
companies (among the stakeholders interviewed) and concern not only the update of IT
tools, but also refresher training sessions and instructing new personnel, such as laboratory
technicians and new project managers, about the compliance procedures for the EU ABS
Regulation. Such recurring activities represent a limited effort, ranging from one to five
days per year, and involve up to one quarter of the company personnel per year.
A key obligation set by the EU ABS Regulation is obtaining a Prior Informed Consent
(PIC) and negotiating Mutually Agreed Terms of use (MAT) for genetic resources
and/or associated traditional knowledge from the provider country (Art. 4(1)). Among the
stakeholders interviewed, about a third (11) have experience with such an obligation, while
only a limited number (three) have completed the negotiations. In general, negotiations
for the two aspects (PIC and MAT) are conducted at the same time.
This obligation is considered extremely complex and burdensome by the interviewees both
from research organisations and private sector companies, who, even when successful,
have encountered several problems, delays and costs.
Once ascertained that the genetic resource and/or associated traditional knowledge falls
within the scope of the EU ABS Regulation and that the provider country is a Party to the
Nagoya Protocol, all of the stakeholders interviewed confirmed that the following step is to
try and understand the legal framework of the provider country. The first entry
point is often the ABS Clearing House, which, however, is often not up to date and/or has
broken links to the national legislation. The national EU ABS Competent Authority
(responsible for implementation of the EU ABS Regulation) is another immediate reference
point. Where EU Member States legislate on access, the Competent National Authorities
are contacted8. The responsiveness and reliability of the ABS Competent National
The re seems to be a misunderstanding concerning the need of k eeping the DDD and the documentation; keeping
of the DDD is not re quire d by Art. 4 of the R egulation; also, the DDDs are stored both in draft and final versions
in the IT platform Declare.
7
This vie w se e ms to de rive from the understanding of the stakeholder that there is no cut -off point re garding
due diligence obligations in re lation to commercial varieties. The re vised ve rsion of the Guidance document (to
be adopted and published in 2020 by the Commission) provides additional clarification on this point.
8
In m ost Member State s le gislating on acce ss, C ompetent National Authorities re sponsible for granting access
(de signated under article 6 of the NP) and C ompetent Authorities re sponsible for the implementation of the EU
ABS R e gulation coincide.
6
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Authorities in countries which established access legislation vary across EU Member States.
Cases have been reported of ABS Competent National Authorities or national
administrations (where neither CNAs nor CAs were designated at the time of the episode)
not replying to requests, or replying with months of delay, or even providing different
answers to the same questions a few months apart (see section 3.2.3 for more details).
[The support provided by the Competent Authorities responsible for implementation of the
EU ABS Regulation was considered satisfactory.]
Contacting National Focal Points in the provider countries outside of the EU often
proves to be a challenge. All the interviewees reported how they all had to write and call
several times before obtaining an answer (if any), and how in most of the cases
communicating in the local language is a pre-requisite for any further exchange of
information. Understanding which authority to contact and which one is the Competent
Authority, and what is the specific legal framework in the provider country is reported as
a major issue by all the interviewees.
Most of the researchers interviewed reported having solved these issues by relying on
colleagues and networks of researchers, who have better knowledge of the local framework
and authorities, and the needed language skills. They did not report additional costs, but
only additional time and delays (up to one year) for obtaining the necessary agreements.
Previous experience and cooperation with local research institutions is also reported to be
a key factor in reducing the time and effort and increasing the chances of obtaining the
PIC and MAT. For instance, one senior researcher in the field of biology (animal behaviour)
reported how countries such as Angola and Myanmar have proved less problematic to
provide timely and complete information about existing ABS requirement than EU Member
States such as Italy, mostly because they can rely on a network of pre -existing contacts
with local researchers and a good relationship with local authorities.
Companies (especially larger ones) rely heavily on local offices (when the company has
them) to gain the understanding of the legal framework needed and to manage contacts
and negotiations with local authorities. When local offices are not available, legal support
and advice services are purchased, increasing the costs of the re search project.
Furthermore, the legal framework, procedures and practices differ significantly among
provider countries, so that it is not possible to apply the knowledge acquired in one third
country to other PIC and MAT negotiations. Unrealistic demands from provider countries,
such as very high margins for profit sharing or requirements for local use only of the
resources, are also reported as key obstacles by the stakeholders interviewed (see section
3.2.2 for more details).
The cumulative costs for obtaining the PIC and MAT vary greatly, depending on the
provider country, the local support structure of the individual organisation, the perceived
importance of the genetic resource and/or associated traditional knowledge. Based on the
responses collected, they range between EUR 500 to EUR 10,000 per negotiation, requiring
up to 500 hours of personnel time. In addition to the direct financial cost, negotiating PIC
and MAT entails delayed responses and protracted negotiations with local authorities, which
lead to long delays in obtaining the permits. Responses from local authorities are often
delayed by several months, and negotiations often protract for two to three years. Such
delays represent a hidden cost for research projects, which need to be on hold while
negotiations continue, with the risk of being discontinued, if an agreement is not reached.
Some of the interviewees reported that in many cases negotiations lasted several years
(up to four) with no appreciable results, before companies decided to abandon the research
projects (see section 3.2.3 for more details).
Art. 7(1) of the EU ABS Regulation introduces the obligation for Member States (and the
Commission) to request the recipients of research funding to declare that they exercise
due diligence in accordance with Art 4, while Art. 7(2) requires the users to declare
fulfilment of their due diligence obligations and to submit relevant information at the stage
of final development of a product. Submission of the DDD is another obligation of the EU
ABS Regulation.
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Only four of the interviewees have submitted a DDD, all using the Declare platform, and
all working in research organisations. A limited number of the respondents (three) expects
to submit a DDD in the near future (i.e. within the next five years), again, mostly from
research organisations. The interviewees did not report specific costs or delays related to
the submission of the DDD and consider the platform easy to use. It should be noted that
all the respondents had already all of the information concerning the genetic resource
and/or associated traditional knowledge used in their research, and that they were
supported by the Competent Authority of their Member State.
The table below summarises the main cost items reported by the research organisations
and private sector companies interviewed in relation to compliance with the EU ABS
Regulation obligations.
Table 2 – Overview of main cost items for compliance with EU A BS Regulation

Share of
respondents

Costs
reported

Initial phase

IT tools

Organisational
structure

PIC & MAT

DDD

40%

40%

50%

34%

13%

Mostly
private sector
com panies

40% pe rmanent
work ing groups

11 have started
ne gotiations

10% a d-hoc job
position

3 have
com pleted
ne gotiations

4 have
submitted a
DDD

4-8 se nior profiles
from 40% to 60%
of the ir FTE for
work ing groups

be twe e n EUR
500 to EUR
10,000 per
ne gotiation,
plus hidden
costs due to
de lays and
unce rtainties

4-6 se nior
profile s from
40% to 80% of
the ir FTE

EUR 6,000 to
EUR 200,000
for
de ve lopment
and EUR
3,000 to
40,000 for
m aintenance
on a ye arly
basis

EUR 150,000
approx. for ad-hoc
job position in
private sector
com pany

3 e x pect to
submit it
Ne gligible, once
have all the
inform ation

3.1.2 Scoping: the most problematic compliance element
With a few exceptions, all the interviewees agree that scoping is the most ‘complex,
burdensome and expensive’ element for complying with the EU ABS Regulation.
Scoping is the essential reason for developing IT tools such as databases and decision
trees, and simpler instruments such as checklists and internal procedures, in all of the
research organisations and private sector companies interviewed, across all sectors.
Almost the entirety of the compliance mechanisms and procedures described by the
interviewees is based on an ex-ante approach, i.e. on the screening of genetic resources
and associated traditional knowledge when designing the research activities, before any of
it has taken place. This requires ascertaining the origin of the genetic resources and/or
associated traditional knowledge, the rules applying based on the origin, the operations
allowed on the resources based on the origin and the terms of use available. When the
research activities require the use of genetic resources and/or associated traditional
knowledge from countries party to the Nagoya Protocol, the main issue is understanding
whether the country has implemented the legislation and what obligations and procedures
need to be followed in the specific case. Interviewees reported that the scoping phase
requires significant time and energy, but many of the resources used for research activities
are out of scope of the Nagoya Protocol and of the EU ABS Regulation anyway. This can be
a cause of frustration among researchers, who do not understand the reasons for s uch
procedures, when the results are negative in most of the cases. The ex-ante approach is,
however, considered most prudent and suitable for legal reasons, as the possible
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consequences of treating as out of scope genetic resources and/or traditional associated
knowledge, which are in fact within the scope of the Nagoya framework, could be extremely
negative. Consequences may range from huge litigation costs to losing the Intellectual
Property Rights of a newly developed product (and all the resources used for the
development), as well as reputational effects. While none of the organisations interviewed
has experienced such consequences, they consider it preferable to adopt the more prudent
if resource-intensive ex-ante approach, than being exposed to potential “calamitous
consequences”, as defined by one of the interviewees.
Only one of the organisations interviewed (a large company in the pharmaceutical sector)
adopts an ex-post or retrospective approach, based on the very low likelihood that the
organisation would use genetic resources and/or associated traditional knowledge falling
within the scope of the Nagoya framework. The organisation has developed a database of
the genetic resources and/or associated traditional knowledge purchased, which is
screened and assessed on a regular basis. When a resource is flagged as being in scope,
the relevant documentation is collected. The main difference with the ‘ex-ante’ approach
is that in the first case, the genetic resources and/or associated traditional knowledge have
not been acquired/purchased yet; while in the ex-post case the genetic resources and/or
associated traditional knowledge are already purchased and physically part of the
company’s database. Such an approach was decided based on the consideration that the
company rarely carries out activities within the scope of the Regulation, and that a more
traditional ex-ante approach would have cost about EUR 5 million per year.
All the interviewees agreed that their understanding of the Nagoya framework, the EU ABS
Regulation and their implications for the daily activities has improved over time, and that
some progress has been made in integrating those obligations in the ‘business as usual’
practices. However, the legislation entered into force only recently at EU level, and many
EU Member States have not fully implemented it in their national frameworks. The situation
in the provider countries is even more problematic, with more countries ratifying the
Nagoya Protocol, differences across countries in national practices, and changes over time.
The uncertainty is worsened by the feeling that many of the respondents have expressed
that they operate “in the dark”, without clear guidance and binding procedures. Many of
the respondents explained how their compliance tools and procedures have been developed
on the basis of their understanding, but are not entirely sure if they are perfectly compliant,
as many national authorities have not provided sufficient guidance, and audits and controls
have not really begun. Only one of the organisations included in the study (a research
organisation) has been subject to a documental audit for compliance with the EU ABS
Regulation. The interviewee described how the audit procedures was more useful for the
authorities in understanding the actual implications of the EU ABS Regulation on
organisations impacted, than for the organisation itself in ascertaining whether their
approach and documental trail was adequate. Most of the respondents wait for audits and
controls as a way to ascertain whether their approach to due diligence obligations is correct
or needs adapting.

3.2

Implications of compliance mechanisms for research organisations and
industry

As the Regulation has been in force for only five years, most of the consequences for
research organisations and private sector companies impacted are yet to manifest.
However, some of the short -term implications have occurred, and are described below.

3.2.1 Differences in awareness contribute to delays and barriers in accessing genetic
resources
A notable number of interviewees in companies reported that smaller organisations, and
universities especially, lack understanding of the difference between commercial
and non-commercial research and operate under the assumption that, as they do not
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work on commercial products, their research is exempt ed from the Regulation. This poses
problems for companies wishing to source or collaborate on the development of research
projects based on genetic resources with such universities, as it contributes to unnecessary
delays and in some cases a refusal to acquire such resources if proper documentation is
not received.
For example, one interviewed company noted they had to stop collaborations with
universities because documentation proving the country of origin and original date of
access could not be obtained. In another case, the contract was missing, and the company
had to continually put pressure on the university until it was received. The lack of
awareness is also contributing to confusion among researchers seeking to exchange
genetic resources for their own research. One interviewed researcher explained that in
these cases, an exchange is possible if the use is intended for basic research. Whereas in
cases of market development, a new PIC and negotiation of MAT is required.
Some interviewed companies emphasised they do not commence projects with universities
unless these universities have documentations in place, and even so, lengthy exchanges
still take place to make sure these are compliant. One interviewed company reported that
‘when you are making these requests, it doesn’t make you a preferred party to collaborate
with because you are moving the pain from one place to another’. Such a situation
endangered their reputation as they are now perceived as being too bureaucratic and out
of touch with reality.
Researchers interviewed for the study agree there is generally low awareness of, and
compliance with, due diligence obligations among researchers in universities. While these
respondents were generally more aware of what they needed to do, they described
encounters with colleagues in other departments or universities where due diligence was
not observed. One interviewed respondent working for a university suggested the problem
is more evident among smaller universities where responsibilities are often uncle ar and
there is much less exposure to international collaborations, and hence also to the Nagoya
related issues.
A majority of interviewees in both research institutes and companies agree that universities
should be more aware of their role and obligations as they receive large amounts of public
funds to cooperate on commercial research. In addition, companies need assurance they
are not investing in products they cannot use later. Overall, however, most respondents
agreed that awareness has been increasing over time since the EU ABS Regulation came
into effect and that this is in part influenced by exchanges that have been taking place
between companies and universities.

3.2.2 Legal uncertainty and selection of sources for genetic materials
All researchers and companies interviewed in the study unanimously agree that countries
both outside and within the EU are approaching access and benefit sharing in a
myriad of ways, rendering due diligence for users burdensome and constraining.
Due to the high diversity of regulations, companies and researchers are required to deal
with an array of stakeholders and Competent Authorities handling cases at international,
national and even regional levels. Consequently, this is contributing to contradictory and
sometimes conflicting interpretations. In other cases, national authorities are still in the
process of understanding the mechanics of the legislation and how it will be implemented,
which is contributing to significant delays.
When asked about the role of the EU ABS Regulation in improving legal certainty for the
access and utilisation of genetic resources and/or associated traditional knowledge,
respondents have mixed views, with industry more sceptical about its positive impact. The
interviews have, however, revealed a high level of confusion among stakeholders
concerning the difference between the EU ABS Regulation and the national ABS laws /
access measures. Stakeholders often perceive them as one set of provisions, and do not
identify which obligations stem from the EU ABS Regulation and which are linked to the
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national legislative frameworks on access.
Figure 6 – EU A BS Regulation and legal certainty

The EU ABS Regulation has brought greater legal certainty concerning the
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For example, one interviewee working in the plant breeding sector highlighted that access
to in-situ genetic resources is not regulated in the Netherlands compared to some other
Member States, and this generates confusion, as researchers do not know in advance which
Member States have access regulation in place and which do not have it. While another
interviewee noted that in France due diligence is not required for some materials, for
instance due to exemption rights for animal breeders. For a researcher working in
evolutionary biology, two different responses from one Competent National Authority in
Spain were received for the same use of a genetic resource 9. While in Italy, the
administration did not respond at all to their request. As such, interviewees noted these
differences in interpretations are adding onto the already fragmented Nagoya regulatory
landscape when dealing with third countries, creating even more ambiguity and legal
uncertainty for users. The contested scope among Member States and the often varied
response times and sometimes even lack of response, lead many interviewees to question
the value of having the Regulation in the EU, as in most cases the EU is a ‘taker’ of genetic
resources, and the real negotiation takes place with providers in third countries 10.
For some sectors, the EU ABS Regulation and the Nagoya regulatory landscape add to an
already complex legal framework, increasing difficulties. This is the case of the plant
breeding sector, where the EU ABS Regulation was perceived as contributing to overlapping
with other legal obligations. These stakeholders reported that intellectual property rights
are already managed under the International Union for the Protection of New Varieties of
Plants (UPOV) system, which establishes specific rights on commercial varieties. Following
the UPOV system, there is no reason for countries to have registration (and thus IP rights)
on commercial varieties, which – is what the Nagoya Protocol and the EU ABS Regulation
establish de facto, in their view 11. As such, the EU should acknowledge that a lot of
agriculture activity is the result of international cooperation and exclude such commercial

9 The Spanish authorities assure d us that they strive to provide accurate re sponses to every re quest. They have
also e xpressed interest to re spond to the specific situation described by the user, but because of confidentiality
of the se rvice contract, the data of the stakeholders cannot be disclosed. The Spanish authorities lack thus
re le vant information to follow up directly on this specific situation, but they re iterate their availability to provide
support and clarification to all stakeholders interested.
10
This seems to confirm the confusion among stakeholders betwe en the scope of the EU ABS Regulation and the
national ABS laws re gulating access to genetic re source s.
11
This provides another e xample of confusion among stakeholders about the scope of the EU ABS R e gulation,
the national ABS laws on access and other international legal instruments (namely the UPOV).
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varieties12.
In other sectors, such as pharmaceutical, delays caused by slow implementation can pose
serious consequences for preventing the development of vaccines and other treatments
for seasonal flu and endemic diseases. One interviewee working on influenza reported that
it took three months for national authorities in Switzerland and France to provide
clarification on whether pathogens/micro-organisms would require PIC and MAT and
whether the development of a vaccines base on them classifies as ‘utilisation’ under the
EU ABS Regulation13. Fortunately, during this time the WHO collaborating centre
recommended a different strain to use which meant they could manufacture the vaccine in
the needed timeframe. A similar problem was encountered by another interviewee working
on vaccines. This interviewee noted a two to three-month delay, where the company was
not able to release a strain to flu manufacturers to prepare the candidate virus as France
was still deciding which government department was responsible for overseeing the ir
access legislation.
Both interviewees stressed that such delays are problematic in the context of developing
flu strains where time is of the essence. As influenza strains are constantly changing, the
virus strains included in seasonal influenza vaccines must be updated regularly to ensure
they match the circulating strains, and this process requires approximately six months
from WHO seasonal strain recommendation to vaccine delivery. Several interviewees also
questioned the effectiveness of the EU ABS Regulation due to the lack of harmonisation of
the access legislation between the Member States within the EU14, and that no penalties
should be imposed on a user who inadvertently or unwittingly breaches the law as the
consequences would result in being penalised twice, for breaching the access legislation of
the provider country and for breaching compliance obligations under the EU ABS
Regulation.
Due to ambiguity and legal uncertainty arising from different national approaches, many
interviewees noted that they are tempted to source genetic resources from countries
where there is no access and benefit sharing legislation to avoid the need for timeconsuming bilateral negotiations and high costs. Such views are shared by both research
organisations and industry, with industry having stronger opinions, most likely due to more
experience with negotiating PIC and MAT.
Figure 7 – EU A BS Regulation and selection of genetic resources and/or associated traditional
knowledge

The complexity of the ABS Regulation has led to favour selection of genetic resources and/or associated
traditional knowledge from countries where access to genetic resources (and associated traditional
knowledge) is not regulated
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Three respondents in the study noted they are actively avoiding ABS legislation by sourcing
genetic resources from countries where the ABS rules do not apply. One of these
It should be noted that the draft guidance document curre ntly developed and being finalised does not indeed
consider commercial varieties as in scope of the Regulation.
13
It should be noted that the Guidance document (re ference to O J C 313) spe cifies that the de velopment of
vaccine s falls in scope o f the EU ABS R egulation.
14
It se e ms ye t again to show confusion betwe e n the EU ABS R e gulation and access provisions of the Member
State s.
12
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respondents, a researcher working in biotechnology, reported that in the limited amount
of cases involving genetic materials and/or associated traditional knowledge from countries
Parties to the Nagoya Protocol, their work will only commence on the condition that any
activity involving the use of genetic resources has to be done in the c ountry of origin in
order to avoid materials being transferred to the EU, as then more complex and
burdensome procedures would need to be followed (stemming from conditions placed by
the provider country in relation to foreign users). In another example, an interviewee
working in food and agriculture noted that, whenever possible, the company prefers to
acquire genetic resources from ex-situ collections as these are based on standard material
transfer agreements governed by the International Treaty on Plant Genetic Resources for
Food and Agriculture (ITPGRFA).
However, a minority of respondents appreciated that once obtained, a PIC and MAT provide
greater legal certainty and lower risk. This is also the preferred approach for reputational
reason, despite the higher costs and time necessary.

3.2.3 Hidden costs from negotiating benefit-sharing agreements
All interviewed companies and research organisations that reached the stage of obtaining
a PIC and MAT experienced difficult negotiations, as some provider countries (Member
States and third countries) have unrealistic expectations concerning the benefit
sharing, for example by requesting large percentages of the profits. This causes delays
and, in some cases, has prevented research from occurring altogether. In one notable
example, an interviewee working for a large plant breeding company decided to stop
negotiations after four years due to unreasonable and excessive demands placed by
Maltese authorities.
These demands included excessive reporting obligations and unlimited and unannounced
checks from authorities, placing additional and undefined limits on the costs borne by the
company. In particular, the company was requested to pay hefty deposits equating to
roughly EUR 2,000 for each of the 200 seeds they wanted to obtain, even though these
seeds may or may not have been used in the final product. The company offered a counter
proposal which Maltese public authorities rejected. In the end, the company withdrew their
application for a PIC and MAT and the seeds had to be returned to Malta. Due to this
experience, the interviewee noted they will not consider doing business in Malta and
suggested the example shows the general lack of trust between countries and companies
in the seed business 15.
One interviewee from an industry association noted that negotiations in the plant breeding
sector are fraught with difficulties since it is almost impossible to define what the benefit
is. In other sectors, such as cosmetics or pharmaceutical products, the value is more easily
attributed to a specific genetic source. In the plants, industry however, the result of
breeding is a combination of several genetic resources that are used in a new plant variety
that gives the value to the product. As such, interviewees from this sector strongly believed
that it is unreasonable to accept high expectations on benefit sharing as the value of the
product did not come from one GR source in one provider country. Another interviewee
working in research agreed, and explained: ‘In theory, you can say, well we have this GR
and there are fantastic strains and this one GR could bring a lot of value to our crop. But
the reality is that it is never that simple because all of our varieties contain multitudes of
genes that come from many different places and even from our own materials. So, to be
able to realistically define what the benefit of this resource has been, is almost impossible.’
Consequently, companies in the plant breeding sector are sourcing genetic resources from
Malte se Authorities specified that all ABS applications are free of charge in Malta, and re search projects do not
norm ally involve m onetary benefit sharing. Minor fees m ay be applicable if a Nature Permit (a permit re lated to
activitie s in protected areas e stablished under the Habitats Directive or re lated dossiers) is re quire d , e.g.: if the
colle ction of ge netic re s ources tak es place in protecte d are as included in Natura2000 sites. In the absence of
additional details about the specific case, it is difficult for the Maltese Authorities to provide additional clarifications
on this specific situation.
15
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collections, gene banks or from countries that are known to have reasonable expectations
which can sometimes risk compromising the development of innovative products: ‘If we
find a resistance source in a specific PGR and realise that it is not possible (e.g. India) or
very cumbersome (e.g. Brazil) to negotiate acceptable conditions in an acceptable time
frame and with an investment of acceptable resources, we have to try to find another
similar PGR or we even run the risk that we cannot make use of this resistance source and
with that miss out on possible innovative products to feed the world and adapt to changing
environmental conditions.’
Reaching an agreement when acquiring associated traditional knowledge is also
particularly complicated, as it can be almost impossible to determine who the real provider
of the associated traditional knowledge is, or even if there is any at all. Two interviewees
in the pharmaceutical and plant breeding sectors added that even in situations where a
consensus between parties can be reached, it can become difficult to reach an agreement
on the benefit-sharing obligations as local authorities are unaware of how to apply the
benefits in these cases.

3.3

Guidance and assistance and tools to facilitate users’ compliance

After entry into force of the Nagoya Protocol and the EU ABS legislation, most companies
interviewed, across all sectors, began their implementation efforts by focusing on raising
awareness and informing themselves about the new international, European and national
legal instruments, as mentioned in the previous section. Any available guidance and
assistance, whether from the European Commission or national Competent Authorities,
was sought to help with understanding what steps are required to comply with obligations.
Such efforts consisted of seeking out information from the ABS Clearing House on
legislation16 and the European Commission’s Guidance document on the scope of
application and core obligations of Regulation (EU) No 511/2014 17. In addition, two
interviewees attended workshops conducted by the European Commission and national
Competent Authorities.
This section summarises the main issues and concerns expressed by the interviewees with
regard to the guidance and assistance available, as well as the voluntary tools facilitating
users’ compliance under the Regulation (namely recognition of best practices and the
registered collections in the Register of the Union).

3.3.1 Guidance and assistance
Guidance and assistance have fallen short in providing relevant and timely information.
Almost all interviewed stakeholders noted guidance and assistance is either limited or
lacking, not clear or practical enough for the evaluation of cases and disseminated too late
in the process to help with effective preparation. A notable share of interviewed
stakeholders working for various companies emphasised they would have felt more
prepared had they been alerted to some of the issues and challenges before the EU ABS
Regulation came into effect. Likewise, the tools made available to support users’
compliance, such as the ABS Clearing House and the EU guidance document, have not
been sufficient in ensuring legal certainty.
For example, all interviewed stakeholders emphasised that national laws among
Member States differ greatly in the way they regulate access, and this requires
cautious research and preparation on the user’s end in order to understand the le gislation
and the procedures to follow for obtaining the required documentation. Moreover, national
The Acce ss and Benefit-sharing Clearing-House (ABS Clearing-House, ABSCH) is an IT platform for e xchanging
inform ation on acce ss and benefit-sharing e stablished by Article 14 of the Nagoya Protocol. It is a we bsite and
global repository of ABS-re lated information, allowing providers to share information on contacts, procedures and
re quirements for acce ssing ge netic re sources and associated traditional k nowle dge and allowing also users to
e asily find information re lated to access (https://absch.cbd.int/).
17
Guidance document on the scope of application and core obligations of R egulation (EU) No 511/2014 (re ference
to O J C 313).
16

Analysis of implications of compliance with the EU ABS Regulation for research
organisations and private sector companies

Main findings /24

regulations may not always be available on the ABS Clearing House or stated in an
accessible language, at which point interviewed stakeholders were required to contact the
provider country's national focal point to access the information they needed. This can
often be a time-consuming and fruitless endeavour with a large majority of interviewed
stakeholders noting that, depending on the Member State or third country provider, the
type of assistance received from the national focal point can vary considerably with some
being more open, responsive and eager to help than others. In some cases, specific
questions went unanswered due to national focal points being unresponsive or lacking
relevant expertise. Irrespective of whether this assistance was provided or not, in almost
all cases ad hoc legal expertise was still needed to help with clarifying specific questions
on scope, utilisation and obligations for complying in that particular context. As described
in the previous section, such a variation in national practices, delays in answers and a need
for local support has led to delays in research projects and often additional costs.
The majority of interviewed stakeholders in various companies and research institutes
across sectors acknowledged the effort made by the European Commission in
developing general and specific guidance but noted these are generally unhelpful for
a number of reasons. These reasons include:
 Considerable ambiguity on scoping in terms of clarifying which activities constitute
utilisation (particularly emphasised by stakeholders working in the plant breeding
sector where a lack of clarity remains on which types of commercial varieties used
in breeding programmes are exempted from the scope of the Regulation).
 EU guidance document is too technical and lacks examples adapted to the practices
and requirements of the different sectors impacted.
 A lack of legal certainty in defining parameters when proving due diligence in
circumstances when authorities are unresponsive (for example specifying the
amount of time to spend on a specific case and when to close it in order to prove
that sufficient effort has been made in contacting and following up with national
focal points).
 EU guidance documents have limited use as they lack legal status, do not navigate
the complexity and divergence in approaches taken in provider countries in
implementing access and benefits sharing legislation, and fail to clarify issues of
scope and obligations.
As such, many interviewed company stakeholders emphasised the need to develop sectorspecific guidance addressing these issues, with some suggesting this could contain relevant
case law.
In the absence of clear guidance from the EU, most company stakeholders interviewed for
the study sought clarification from their respective industry associations and
umbrella organisations. In one particular case, sectoral guidance was developed by an
umbrella organisation in plant breeding which interviewees working in this sector perceived
to be very helpful. This guidance was developed in consultation with members and provides
examples and case studies on implementation in various contexts. The umbrella
organisation also developed a website, accessible to members, containing all national laws
of EU Member States and some third countries in several languages, which is continually
updated. In addition, a decision support tool (in the form of a decision-tree electronic tool)
was developed to help members to determine if the utilisation of the genetic resources falls
within the scope of the EU ABS Regulation and directing users to any legal obligations in
the concerned country.
Generally, all industry interviewees emphasised that the complexity of the EU ABS
Regulation requires ad-hoc legal and specialist expertise within the company, with most
being in a position to access this expertise. However, a notable number highlighted that
SMEs are the most in need of receiving this type of guidance as they tend to lack resources
to hire relevant personnel and are also not in a financial position to become members of
umbrella organisations, which effectively locks them out of important information
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exchanges. Consequently, some SMEs are lagging behind in terms of their awareness and
understanding of when the EU ABS Regulation applies and what their obligations are.

3.3.2 Registered collections and recognised best practices
The EU ABS Regulation foresees that users can reduce their risk of non-compliance with
due diligence obligations by obtaining genetic resources from a registered collection (Article
5) and/or by implementing a recognised best practice (Article 8). Collection can be
approved for inclusion in the register of the Union if they meet certain requirements listed
under Article 5.3 of the EU ABS Regulation, such as applying standardised procedures for
exchanging samples of genetic resources and supplying genetic resources to third parties
with relevant documentation in line with the Nagoya Protocol. Users who acquire genetic
resources from a registered collection are considered to have exercised due diligence as
regards the seeking of information listed under Article 4(3). User groups or interested
parties may also apply to the European Commission for recognition of a best practice under
Article 8 of the EU ABS Regulation. Best practices under the terms of the EU ABS Regulation
are understood as being procedures, tools or mechanisms developed and overseen by
associations of users or other interested parties that, if effectively implemented, enable
users to comply with obligations under Articles 4 (due diligence obligation) and 7
(submitting of due diligence declaration).
While there is awareness of the Register of Collections and Best Practices, most
interviewees find these resources as having limited utility. Regarding the Register of
Collections, interviewees highlighted two key issues. Firstly, as there is currently only one
registered collection in the Register, this was perceived by many as not providing much
choice18. Secondly, the requirements for becoming a registered collection were perceived
as being too burdensome by many stakeholders, and deterring existing collections from
registering. As such, interviewees noted they are yet to see the benefits of this initiative
since they perceive that collections do not seem to be interested in becoming a registered
collection due to these high requirements. In particular, one interviewee commented that
due to the very thorough system established in one registered collection at national level,
depositors are now turning to other collections to deposit their collections where the costs
associated with implementing due diligence obligations are not high.
While limited in number, some of the respondents expressed strong concerns about
privacy and confidentiality, noticing that the registration process would require
disclosing confidential information. The limited number of respondents with some
knowledge of this tool expressed concerns about the level of detail of information to be
disclosed in the register of collection, which was perceived as infringing privacy and
confidentiality clauses, as – according to them - it would mean disclosing information on
individuals and patents 19. Finally, for three interviewees working on vaccines and
pathogens, registered collections were perceived as having no relevance. These
stakeholders commented that they have no need for using samples from these collections
as they no longer directly engage in bioprospecting programmes, preferring instead to use
data related to a genetic resource without having physical access to the actual genetic
resource itself. Also, they receive strains from national influenza centres that are
distributed globally or through the WHO Global Influenza Surveillance and Response
System (GISRS), as these strains are recommended by the World Health Organisation
(WHO)20. An interviewed researcher working on diseases and pathogens also noted that
registered collections have limited use but could become relevant if positive controls for
specific pathogens or mock communities are needed.
It should be noted that in the meantime two other collections we re registere d, thus in total there are cur rently
3 re gistered collections.
19
This re ve als a high le vel of confusion among stakeholders about the re gistration process for becoming a
re gistere d colle ction. The re gistration proce ss doe s not re quire disclosure of private data and confidential
inform ation.
20
Production of vaccines for seasonal flu is based on strains selected and re commended by W HO and shared by
GISR S.
18
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On the other hand, the usefulness of registered collections increas es for stakeholders
working in other sectors such as plant breeding and specifically horticulture, where there
is a preference for sourcing genetic resources from gene banks and collections. For
example, two interviewees viewed collections in certain botanical gardens as supporting
and complementing in-situ plant conservation programmes by increasing seed collecting
capacity, improving knowledge of seed management and germination requirements and
ecosystem functions of plant species. Similar sentiments were echoed by interviewed
researchers working in the fields of biology and conservation where an accumulation of
specimens, living or preserved, in large museums can be used for promoting conservation,
research, and educational activities.
A large majority of interviewees also had limited awareness and knowledge of the Best
Practices. Those who are aware of it questioned the efficacy of best practices at this stage
given that audits and controls have only recently commenced in some Member States and
companies are only now beginning to get an idea of whether their practices are considered
acceptable or not. Other concerns focused on the high level of requirements for obtaining
the recognition of best practices and in particular to the requirement to oversee
compliance. For example, one interviewed researcher noted they were considering applying
for recognition of best practice, but they decided against it, as it would require significant
time to keep information up to date.
The process would also involve describing how the applicant for the recognition of best
practice would ensure the overseeing of the procedures, tools or mechanisms developed
to comply with due diligence obligations under the EU ABS Regulation (as required by the
Implementing Regulation, Article 8(1) and Annex IV, point 7). In view of this, interviewees
raised concerns and questions about how this could work in practice, as it would require
resources and infrastructure to oversee the implementation of procedures, tools or
mechanisms developed by the applicant. As one interviewed industry association pointed
out, ‘this obligation would be impossible to fulfil and not within the profile of industry
associations to do so’. Some stakeholders seem to also include the overseeing of the
procedures and people in the provider country as part of the overseeing requirements for
becoming recognised as a best practice, and this adds to a perception of an additional
challenge21.

3.4

Shared principles and perceived benefits

All interviewees in the study support the general principles of the Nagoya Protocol and the
EU ABS Regulation, namely promoting sustainable use and conservation of biodiversity.
Not one interviewee disputed the importance of protecting the rights of countries and of
indigenous and local communities over their genetic resources and sharing the benefits
arising from the commercialisation of these resources in a fair and equitable way. As one
company interviewee emphasised, ‘there is a need for protecting biodiversity and interest
in this comes from a need to build a sustainable supply chain’. Others agreed, adding that
illegal or uncontrolled removal of natural resources can harm the ecosystems of the country
and unfairly disadvantage its inhabitants.
Some interviewees noted the Nagoya Protocol and EU ABS Regulation are increasing
awareness about the importance of promoting biodiversity through sustainable use and
conservation of genetic resources and/or associated traditional knowledge in provider
countries and reinforcing the importance of conducting ethical research. While others
suggested it also contributes to wider aims such as transparency, openness, respect and
integrity. A notable share of interviewees agree that the EU ABS Regulation is helping to
align attitudes towards fostering compliance and streamlining processes, if followed by
users, and that it will over time contribute to harmonisation.
There are also some (even if only a few) interesting examples of mutually agreed terms
Furthe r e xplanation on this comment re lated to overseeing function in the provider country was not provided,
and it re mains unclear to what e xtent this constitutes a challenge.
21
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for use of genetic resources and/or associated traditional knowledge involving the
development of local resources, contributing thus to local development rather than focusing
on the mere share of economic profits. For instance, one interviewee suggested introducing
clauses linked to benefit sharing that support knowledge transfer and capacity building,
such as requiring that each researcher has a local counterpart to be involved in the project
of GR utilisation

3.5

Challenges and obstacles from EU ABS Regulation

Despite the general sharing of the rational and basic principles, there are various factors
associated with the implementation of the EU ABS Regulation, and conversely the Nagoya
Protocol, that give rise to a number of implications, making the realisation of benefits and
the achievement of underlying objectives challenging. Some of the more immediate
consequences, such as implementation costs, legal uncertainty and difficulty in dealing
with diverging national frameworks and practices in provider counties have been discussed
already (see section 3.2).
Other adverse consequences might become apparent in the medium to long term. These
are discussed in more detail below.

3.5.1 Long-term effects on competitiveness and possible relocation of R&D activities
All interviewees agree it is too early to see any significant impacts on the
competitiveness of EU organisations (both companies and researchers), considering the
time needed for developing new products and research, often spanning over a decade. At
the same time, most agree that EU companies and researchers are disadvantaged when
compared to their counterparts in other countries such as the US, Canada or Japan, where
the acquisition of genetic resources and/or associated traditional knowledge is a much
simpler process, given the absence of of binding requirements to show compliance with
the provider countries’ rules. Interviewed companies in the EU are reporting they have to
restrict the screening phase much earlier in the process (excluding material from the
Nagoya Protocol countries regulating access), which is increasing the risk that some
solutions or products are not going to be developed, will be discarded too early, or not
considered at all. Over time, this is expected t o contribute to an unbalance in research
progress and product innovation resulting in international differences. However, the extent
of such implications, and the possible consequences on localisation of research
organisations (both in the public and in the private sector) are still uncertain. The
respondents to the study have more nuanced views, and many of them expressed
uncertainty and doubts on the magnitude of such consequences, as much depends on how
the implementation of the Nagoya framework and of t he EU ABS Regulation will evolve in
the next years.
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Figure 8 – EU A BS Regulation and research activities
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For example, several interviewees working in pharmaceuticals and biotechnology noted
that some of the early or upstream research is going to the US where products can be
developed without controls if due regard to access and benefits sharing requirements are
paid. Others noted they are avoiding using sources from global purchasing chains.
Interviewees observed that purchasing from global chains increases the risk that products
will not be marketed and sold in Nagoya countries and in the future could contribute to a
lack of access to certain products in the EU if they are developed in the US, such as
vaccines. This stems from the general sense, especially among companies, that if they
move their R&D activities to countries that are not party to the Nagoya Protocol, this would
prevent or at least reduce their ability to introduce the product into the EU market, due to
the lack of proper documentation22. Other companies noted the strict requirements for
obtaining PIC and MAT under the Regulation pose a risk to international trade. This is
particularly the case in the food seeds’ business, where there is stiff competition in the
global marketplace. Interviewees in this sector emphasised that some countries can use
the Regulation as a trade barrier and block the use of certain genetic resources
as a way of gaining commercial or political leverage. This, they argue, not only
increases distrust between users and providers but can work to dismantle open markets
and common international standards.
Among researchers, the impacts of the EU ABS Regulation are expected to contribute to
delays in collecting samples, in turn limiting the time required for the completion of
research projects. The higher administrative costs involved with complying are also
perceived as potentially depleting resources that were intended to fund the research itself.
This was particularly perceived as being problematic for projects involving third party
funding where a delay of one year waiting for samples on a project of three years was
reported as being simply not feasible. Also, the quality of research is perceived as being
negatively impacted if certain data could not be obtained from certain places and could
lead to rejections in publications if reviewers are requesting samples that cannot be
obtained due to restrictive access requirements.
Likewise, all interviewees stated that competitiveness of European businesses will
significantly weaken if the scope of the EU ABS Regulation was broadened to include digital
sequence information (DSI)23. Allowing access and use of publicly available digital
Howe ve r, no re strictions are fore seen by the EU ABS R e gulation with re gard to placing on the EU m arket
products developed in countries that are not Parties to the Nagoya Protocol.
23
Digital Se quence Information (DSI) is a term used as a placeholder in ongoing debate under C BD, as well as
in som e other fora, concerning, in summary, information derived from genetic re sources (mostly understood as
DNA se quence data) and issues of be nefit sharing. Som e countries take the position that be nefits should be
share d from sequence information, while others argue that DSI is not cove red by the C BD and the Nagoya
Protocol. A scie ntific and policy process, agre ed by Parties at C BD C O P 14, is supposed to assist the Parties in
22
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sequence information without an administrative burden is considered as enhancing
scientific research and innovation, and creating a level playing field among public and
private entities both in developed and developing countries. Yet, applying access rules
beyond ‘physical genetic material’ would dramatically restrict the data available in public
gene banks, as access to DSI would no longer be free and open but restricted to bilateral
negotiations. This would be likely to create additional incentives to relocate R&D activities
outside the EU, as using digital sequencing and respecting due diligence obligations at the
same time would be economically unfeasible, if not ‘almost impossible.’
Many interviewees noted that if DSI were to be included in the scope of the Regulation it
would restrict the types of projects that get funding and consequently the types of products
that are developed. Interviewees working in the plant breeding sector were particularly
concerned with these potential consequences. They noted that use of DSI from public
sources reduces the time needed to create new commercial varieties and with that the
ability to quickly respond to new challenges 24. They also noted that most (80%) of the
products that are on the market are the result of breeders re-using commercial varieties.
One interviewee working for a medium sized plant breeding company stressed they are
hesitating about financing projects involving DSI as they fear they will not be able to access
the data that was produced as a result of their funding. This stems from the understanding
that if the DSI is considered in scope of the Protocol, then genetic information will not be
included in a public database as provider countries will not allow it 25, therefore restricting,
to a very large extent, the genetic information available. In view of this uncertainty, the
interviewee noted they will most certainly relocate their business to the US if DSI is
included in the scope of the EU ABS Regulation 26.
A small number of interviewees suggested the complexity and uncertainty of the regulatory
landscape is contributing to altering R&D strategies, such as being more selective on the
types of products that are developed or developing products in countries where the rules
do not apply as a way of avoiding access and benefit sharing concerns. This was perceived
as negatively impacting on innovation and profitability, which in the long-term could
influence relocation to countries where the regulatory environment is more
favourable, such as the US.
For example, one interviewee working for a large plant breeding company stated that
profitability has been significantly impacted since the company no longer pursues R&D
activities in the pre-breeding phase. Another interviewee working for a medium sized
ornamental company emphasised they no longer acquire new genetic resources, preferring
instead to reuse stocks from their own collections or from collections that predate Nagoya.
If access to DSI was restricted, this would most certainly contribute to them relocating to
the US, where the burden and associated costs could be kept relatively low. Meanwhile,
one interviewee working for a large pharmaceutical company reported the risk of relocating
R&D activities outside the EU is likely to increase significantly, if the company is forced to
consider every screening activity as constituting a commercial utilisation. The company
acquires approximately 30,000 genetic resources per year, and only a small number of
these are selected for further development and commercialisation. However, obtaining
permits for every one of the 30,000 genetic resources would be economically unfeasible.
Most interviewees working for large global companies considered the EU market as being
very important commercially and that relocating or moving R&D activities to areas outside
clarifying the concept and its im plications. Se e: https://www.cbd.int/dsi-gr/. The EU ABS R e gulation does not
apply to data obtained from gene sequencing.
24
To be pre cise, the speed to m arket in plant bre eding in ge neral comes from m olecular m arkers (a gene or
ge netic sequence, e.g.: re sistance genes or QTLs) that have been developed in house on tangible material in the
bre e ding program.
25
It should be noted that the countries legislating on access do not need an international agreement that Nagoya
Protocol cove rs DSI in orde r to include DSI into the ir acce ss laws and re strict its furthe r uploading in public
databases. This is already happening, as demonstrated by one of the studies commissioned by the SCBD.
26
It should be noted, howe ver, that if provider countries restrict the possibility of uploading information derived
from the ir ge netic re source s to databases, e ven if such uploading would tak e place in US, it would still be in
bre ach of the provider country le gislation.
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the EU would prevent the ability to sell products in the EU market (as explained above, p.
27 and 28). For these stakeholders, investment decisions are more driven by preferences
for acquiring the right genetic resources irrespective of whether the rules are cumbersome
or not. It is worth noting that for these stakeholders, they had not yet experienced
difficulties with acquiring genetic resources.

3.5.2 Difficulties of tracking back genetic resources to one country of origin
Several interviewees working in the plant breeding and food and agriculture sectors
emphasised that due to the continuous cycle of genet ic improvement, interdependence of
users and providers and the very large number and diversity of parent varieties that are
used in a single product, it is often very difficult, if not impossible, to trace genetic
resources from widely available commodities back to a single country of origin. In
particular, interviewees explained that much of the genetic information used in food
products has changed or developed over time due to naturally occurring mutations,
exchanges involving more than one country and improvements in production systems and
technologies. Moreover, there is never an end point as the process of using genetic
resources in food is one of continuous genetic improvement. In effect, this obscures the
line between providers and users of genetic resources as the user is also likely to be the
provider in the next chain of improvement.
This difficulty can lead to risk and legal uncertainty in the development of a product and
contribute to potentially reducing the value of a company, as there is no warranty or
limitation of responsibilities for possible breaches of due diligence obligations linked to the
difficulty of establishing the country of origin in these contexts. It was suggested by a
number of interviewees that one way of minimising this risk is to use the term ‘provider
country’ instead of ‘country of origin’27, 28.
In addition, the obligation to keep records can be a daunting task since there is never an
end period of utilisation in plant breeding, as one interviewee explained: ‘With plant
breeding it is a never ending story because once you have access to it, you multiply it and
keep it in your storage and you might even get it out again after 25 years because there
might be a new pathogen which you may need to find a new resistance gene for. So it is
never thrown away.’

3.5.3 ABS restrictive rules can undermine the preservation and use of genetic
resources
There is a strong perception among interviewees that generally access and benefit sharing
rules are restrictive, which is contributing to the avoidance of working with certain third
countries. As such, funds and scientific knowledge are being diverted away from
these countries, undermining the preservation of genetic resources and leaving many of
them potentially underused. Many interviewees see this as hampering the sustainable use
and conservation of genetic resources and herewith, the conservation of biodiversity.
Researchers interviewed for the study attribute this issue to the lack of distinction
between commercial and non-commercial research, which is placing restrictions on
knowledge creation, indirectly preventing researchers from collecting genetic resources
and thus also from accumulating information needed for protecting species and
biodiversity. These researchers are of the view that knowledge used for non-commercial
research is a universal/common good benefiting humankind rather than a particular
country, and for this reason should be freely shared.
The guidance documents (OJ C 313) indeed uses the term ‘provider country’ and not the ‘country of origin’.
The claim, howe ver, seems to be linked to interpre ting the te rm ‘country of origin’ as the country from which
the ge netic re source originally cam e from (for e x ample, in this understanding, Me xico is a country of origin of
vanilla); the de finition of the country of origin as stipulated in C BD clarifie s that “country of origin of genetic
re sources m eans the country which possesses those genetic re source s in in-situ conditions”; to build on the
e x ample brought above, if vanilla was thus accessed in Madagascar (from in-situ conditions), the country of origin
of origin, in line with the C BD definition, would be Madagascar (and not Mexico).
27
28
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Companies interviewed for the study agreed, emphasising that protection of biodiversity
hinges on the unrestricted use of genetic resources. This is particularly important for
interviewees working in food and agriculture, where more and better characterisation
of genetic resources is used to develop climate resilient crops and address other
challenges in food production, such as seed borne diseases. For example, one interviewee
explained that in the global circulation of seeds used for commercial purposes, having
restrictive rules can limit the possibilities of detecting seed borne diseases, as eradicating
viruses and pathogens in foods requires the latest strain. In addition, two interviewees
working in the plant breeding sector noted the preservation of genetic resources is also
strongly linked to the performance of gene banks, which due to a lack of financial resources
are conducting fewer scouting missions to collect germoplasms. In effect, this is reducing
the genetic pool from which breeders can select for further breeding and leads to less
diversified products.
As the EU is primarily a taker of genetic resources, the real damages are likely to be felt
by third countries where an absence of scientific research and protection in these areas,
caused by overly restrictive ABS rules, is likely to diminish ecosystems in these countries
over time. Researchers interviewed for the study noted that such effects are already
occurring in countries such as Brazil, Indonesia and India, where strict requirements are
making it impossible to access genetic resources. Most interviewed companies agree with
this finding, noting that long delays and unreasonable demands have led to situations
where companies are forced to abandon projects entirely, effectively stopping certain
genetic resources from being used. For some interviewed companies, they do not even
consider doing business in these countries, preferring instead to acquire genetic resources
from countries with simpler or no access rules (see also section 3.2).
For those working in pharmaceuticals, the preservation of genetic resources is not
relevant for pathogens which cause disease and which society is actively dedicated to
eradicating. As there is no benefit in protecting viruses, there is no need to put these in
the same category as other genetic resources that are dedicated to protecting biodiversity,
as one interviewee working for a pharmaceutical company explained: ‘… there is a
contradiction that when developing a vaccine for small pox or meningitis we are not doing
this to preserve the pathogen or virus but to destroy it, because meningitis kills people.
We are trying to take these things out of the biodiversity ecosystem in order to safeguard
public health. But the irony is that eradicating smallpox from the planet is contradictory to
Nagoya.’

3.5.4 Potential exploitation and misuse of the ABS system
A notable majority of interviewees reported that access and benefits sharing
legislation is empowering non-EU countries to use their own biodiversity regulation as
a barrier and to prevent the exchange of biodiversity, and in doing so is reinforcing
distrust between users and provider countries, which is against the spirit of the Nagoya
framework. For example, a number of interviewees noted that the Regulation is creating
opportunities for provider countries to exploit companies for profit gain as they are reliant
on national authorities providing certain documentation as part of the transfer agreement,
which raises the stakes for compensation. One interviewee working for a research institute
noted that he was asked to pay a bribe in exchange for the genetic resources he needed.
As the interviewee refused to pay the bribe, the stakeholder working for the Competent
Authority in the provider country promptly rejected his request for an agreement 29.
Another issue raised by an interviewee from an industry association in the plant breeding
sector, is the potential for companies to misuse the system as a way of blocking out
W e do not hold additional details on this specific situation and do not k now under which circum stances such
re que st occurre d. Most likely, the e pisode is to be attributed to a corruption at the government level, which may
affe ct the operationalization of this or any other piece of legislation.
29
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competitors. They explained that currently there is a gap in the regulatory framework
where companies can negotiate terms on MATs with provider countries that could
potentially block out other companies from using new commercial varieties. In doing so, it
could threaten the open source system on which the plant breeding sector relies to make
new commercial varieties, if for example, a user takes a variety from the market and is
required to go back to the original user and negotiate new terms.
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4 CONCLUSIONS AND RECOMMENDATIONS
4.1

Key findings

The EU ABS Regulation, when combined with the multitude of local laws under the Nagoya
Protocol, is considered by interviewees in this study as creating a high administrative
burden. Interviewees generally support the idea of protecting biodiversity and
benefit-sharing but find compliance disproportionally high and unattainable. Of
particular concern is the scoping phase where most resources are dedicated to
determining whether or not the provider country has implemented the legislation and what
obligations and procedures need to be followed in a specific case. Oftentimes this can be a
fruitless endeavour with most interviewees reporting their activities as being out of scope.
Adding to this administrative burden is the uncertain regulatory framework where
countries both outside and within the EU are approaching access and benefit sharing in a
myriad of ways. This creates delays and additional costs for users for two key reasons.
Firstly, due to the lack of relevant and updated information on the ABS Clearing
House or national institutional websites, users are reliant on information on the legal
framework of the provider country from Competent National Authorities and national focal
points who tend to be unresponsive or provide contradictory and sometimes conflicting
interpretations of scope of their laws. While larger organisations can tap into local and
international networks or obtain ad hoc legal support to find relevant and accurate
information, even if at a non-negligible cost, smaller organisations do not have this luxury.
Secondly, negotiating PIC and MAT entails protracted negotiations with local authorities,
which can lead to long delays in obtaining permits. Such delays represent a hidden cost
for research projects, which need to be on hold while negotiations continue, with the
risk of being disc ontinued, if an agreement is not reached in the required time frame. In
some cases, long delays and unreasonable demands have led to situations where
companies have been forced to abandon projects entirely, effectively stopping certain
genetic resources from being used.
Importantly, the interviews have revealed a high level of confusion among stakeholders
concerning the difference between the EU ABS Regulation and the national ABS
legislations. Stakeholders often perceive them as one set of provisions, and do not
identify which obligations stem from the EU ABS Regulation and which are linked to the
national legislative frameworks. This lack of differentiation adds to confusion about the
regulatory framework and is also reflected in misguided expectations.
The existence of ABS obligations (referring here to both national legislations on access
and the compliance obligations under the EU ABS Regulation) are also perceived as an
obstacle for further R&D opportunities. Lack of understanding of the difference between
commercial and non-commercial research, as well as lack of awareness about the ABS laws
among researchers, also play a role. Universities often operate under the assumption that
their research is exempted from the Regulation, while companies refrain from entering into
a collaboration with universities, if these do not have all the documents in order before
they commence projects and expect that most of the administrative steps are carried out
by universities, de facto placing a large part of the administrative and compliance burden
on universities and research institutions. This situation often leads to delays, interruption
of collaboration between companies and universities as well as reputational issues.
While it is too early to see any significant impacts to the competitiveness of EU
organisations, most interviewees agree that EU companies and researchers are
disadvantaged when compared to their counterparts in countries such as the US,
Canada or Japan where the lack of legal obligation to respect the law of the provider
countries results in a much simpler and inconsequential acquisition of genetic resources
and/or associated traditional knowledge. Due to ambiguity and legal uncertainty, many
interviewees noted they are tempted to source genetic resources from countries where
there is no access and benefit sharing legislation, in order to avoid the need for timeAnalysis of implications of compliance with the EU ABS Regulation for research
organisations and private sector companies
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consuming bilateral negotiations and related high costs. For some, the lack of legal
certainty is already contributing to altering R&D strategies, which, if continued, could in
the long-term influence relocation to countries where the regulatory environment is more
favourable. This includes users working in the plant breeding and food and agriculture
sectors who appear to experience the most ambiguity and legal certainty due to the
difficulty in tracing genetic resources from widely available products back to a single
country of origin. There is also a general sense among interviewees that the current
system is increasing the potential for misuse, leading to perceptions that some
countries are using the ABS laws as a trade barrier and blocking the use of certain genetic
resources as a way of gaining commercial and political leverage , for instance by setting
very high benefit sharing requirements. Others noted the competitiveness of European
businesses will significantly weaken if the scope of the EU ABS Regulation was broadened
to include digital sequence information (DSI).

4.2

Recommendations

Interviewees suggested a number of improvements to the current system aiming to
alleviate the difficulties and issues encountered with compliance and long-term potential
implications. Some of the suggestions could be implemented in a comparatively swift
manner (these are grouped under the heading ‘short -term suggestions’), while others
would require more time and effort to be put in place (e.g. negotiations and agreements
at EU and/or international level) (these are grouped under the heading ‘long-term
suggestions’. A small group of interviewees considers that the Nagoya framework is not
the most effective way of achieving the objectives of protecting biodiversity and sharing
benefits, so they have suggested more radical changes (these are grouped under the
heading ‘re-thinking the system’). These are discussed separately in more detail below.

Short-term suggestions
There is general consensus that awareness about the Nagoya framework in general and
the EU ABS Regulation has improved over the years. However, it is still very low, especially
among SMEs and small research organisations, that struggle to grasp the scope of
such obligations and how to comply. The situation requires more efforts from sectoral
organisations and research funding organisations at national and local level not only in
raising awareness, but also in supporting their members with navigating the different
national legislation and ensuring compliance. In addition, all the interviewees demanded
some level of similarity across national approaches, being fully aware that a perfect
harmonisation of the national legislative frameworks within the EU and especially among
third countries can hardly be achieved. It can thus be suggested:
 the Commission to provide technical assistance to Competent Authorities in Member
States for the practical implementation of the EU ABS Regulation 30;
More information is needed on the various approaches taken by Member States on the
implementation of ABS legislation, in particular concerning access measures (including
whether they regulate or not access to their genetic resources), and this information should
be made public and diffused. In addition, the answers and feedback provided during
interviews also highlighted a considerable level of confusion between the scope of access
legislations and the EU ABS Regulations. It is suggested:
 Member States make additional efforts to clarify whether they enacted access
measures and help the users to understand the difference between the obligations
under such national legislations and under the EU ABS Regulation.
The issue of guidance and assistance was considered crucial by interviewees as it provides
some degree of legal certainty. For example, on the general terms and definitions of the
The suggestion re ve als confusion concerning national m e asures and the EU m e asures. W hile the European
C om mission is best placed to provide assistance to the Member State s concerning issues of im plementation o f
the EU ABS R e gulation (and continues to do so), it has no competence to pursue harmonisation of the national
approaches taken by the Member States in relation to acce ss measures e stablished.
30
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EU ABS Regulation, the following suggestions were brought forward:
 The Regulation should differentiate between basic and applied research, by
excluding from scope or introducing simpler rules for basic research, as , in the
researchers’ views, the risks of illegal access to genetic resources and/or associated
traditional knowledge and related benefit sharing are much lower in this context ;
 in the context of plant breeding and food and agriculture, it was noted guidance
should adopt the term ‘provider country’ instead of ‘country of origin’ as it is often
very difficult, if not impossible, to determine the real country of origin of a genetic
resource in a plant variety 31;
 consider implementing an EU-sponsored and officially recognised helpdesk to
resolve questions on unclear cases.
Many considered the ABS Clearing House should be the single point of information for
users, preventing the need for further investigation. Hence all laws on the ABS Clearing
House should be regularly updated and made accessible in a common language(s). This
would include even ‘basic’ measures such as ensuring the links to national legislation
function and direct to the most up to date version of it. Also, consider adding additional
information to the ABS Clearing House such as the number of requests for access made
per country. This would help potential users with scoping and screening projects.
Some suggested that opposition to the EU ABS Regulation could strongly decrease if the
issue of administrative burden was addressed. Ways of achieving this could include
introducing a simple electronic form that can be easily signed by all parties 32 and sent
quickly to authorities and ensuring this documentation only focuses on collecting important
and relevant information, rather than collecting all the documentation necessary to compile
a DDD, which is considered complex and burdensome 33. Others proposed more sectorbased alternatives, such as those in the food and agricultural sector who suggested rather
than filing due diligence declarations for each plant variety that contains more t han 100
different genetic resources, a better approach would be to have paperwork internally stored
and checked by national authorities.
SMEs are disproportionately impacted by the administrative burden of complying with the
EU ABS Regulation. It was then suggested to consider establishing a body to represent
the interests of SMEs in the EU ABS Regulation institutional framework, as SMEs are
most in need of assistance in navigating the complex regulatory framework of access and
benefit sharing. One task of this new body should be to offer mediation between companies
and Competent National Authorities of the provider countries and the application of ethical
standards. To facilitate collaboration between companies and universities, it is
advised to raise more awareness among universities about the EU ABS Regulation. At the
same time, the experiences of collaboration between companies and universities reflect a
situation where universities are more impacted by the administrative burden. Further
guidance on how to better share this burden is advisable.
In addition, it was pointed out that the ‘one size fits all’ approach, in which all sectors, and
all types of organisations and research are subject to the same level of obligation is not
necessarily a very efficient or effective one. Many interviewees felt it could be improved by
developing detailed sectoral guidance taking into account the specific needs of sectors.
It was noted this guidance should focus on elucidating which activities are within and not
within scope and differentiate between basic and applied research. Many sectors are
subject to existing legislative frameworks, with the EU ABS Regulation imposing additional
obligations on top of that. It was suggested to better align the ABS-related obligations with
It should be noted that this is already the case; the e xistin g guidance document of the C ommission uses this
te rm ; also the draft document where sectorial aspects are covered re lies on the term ‘provider country’; see also
footnote 15 e xplaining the possible source of confusion.
32
This ye t again seems to highlight confusion betwe e n the EU ABS Regulation and the acce ss measures taken by
countrie s.
33
It should be noted that what information is to be considered re levant and important has not been specified by
the stakeholders.
31
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the existing sectoral frameworks, should it not be possible to remove the m. For instance,
those working in food and agriculture suggested all plant genetic resources should be
governed under the regime of the International Treaty on Plant Genetic Resources for Food
and Agriculture (ITPGRFA).

Long-term suggestions to address specific issues raised by some sectors and new
additional challenges
Considering time constraints in fulfilling legal obligations under the Nagoya Protocol,
interviewees consider that some extremely time-sensitive R&D activities should be
exempt or allowed to use some sort of ‘emergency system’, to expedite the process.
For instance, the development of seasonal flu vaccines should be exempt ed from the
Regulation, as a specialised international access and benefit -sharing instrument under
Article 4.4 of the Nagoya Protocol. Arguably, seasonal influenza is a state of emergency,
which causes death. However, the EU ABS Regulation treats seasonal flu strains differently
than pandemic influenza strains. In addition, pathogens which are critical to safeguarding
public health for the development of vaccines and diagnostics should also be independent
of Nagoya and EU ABS Regulation. One interviewee supported the idea current ly being
proposed by the International Federation of Pharmaceutical Manufacturers & Associations
(IFPMA) and CBD working group of introducing a passport exempting 10 or 11 highly critical
pathogens from the scope of the Protocol. This would ensure pathogens for protecting
human health can be shipped to manufacturing facilities and research labs for further
development freely and without complexity.
Some of the interviewees have pointed out that the general principles guiding the Nagoya
Protocol and the EU ABS Regulation, i.e. protecting biodiversity and benefit-sharing, focus
on the situation in provider countries. While this is a shared principle, it may result in
unintended and sometimes contradictory consequences. For instance, it was
observed that the Nagoya Protocol is designed essentially to protect biodiversity of the
provider countries, but it does not consider the impacts on biodiversity in the receiving
countries such as EU Member States. This is especially relevant for the biocontrol sector.
At their core, technology areas such as macrobials 34 and microbials 35 are based on the
principle of introducing new organisms in a given ecosystem to counteract existing ones
(such as parasites), thus increasing biodiversity. The Nagoya Protocol, increasing the
complexities and obstacles for introducing new organisms, contributes to reduc ing
biodiversity in the EU (while biochemical products are not impacted). This effect goes in
the opposite direction of the objectives of sustainability and protection of the environment
of the EU, and it does not help to reduce the use of biochemicals in agriculture. In addition,
some interviewees remarked that the objective of some niche research areas is the exact
opposite of preservation, such as for the study of human pathogens, where the objective
is to destroy potentially lethal pathogen agents. It seems thus counterintuitive to apply the
Nagoya framework to this sector.
Finally, the ongoing debate on the scope of application of the Nagoya framework and the
EU ABS Regulation needs to take into account the evolution of research methods and
techniques. The increasing use of digital sequence information (DSI) is considered a
particularly urgent topic, and if it was to be considered in scope of the Regulation, it could
broaden its scope dramatically, and severely impact all sectors and types of research. All
the interviewees maintained strongly the need to not include DSI in the application of the
Nagoya Protocol and the EU ABS Regulation.

Rethinking the system
Some interviewees considered the Nagoya Protocol and the EU ABS Regulation as the
wrong tool for achieving the objectives set up, as genetic resources are not naturally
Biocontrol te chnology that re fers to th e use of Invertebrate Biocontrol Agents (IBCA), i.e. insects that control
othe r insects.
35
Biocontrol te chnology that re fers to the use of Microbial Biocontrol Agents (MBCA), i.e . fungi, bacte rial that
control other fungi and bacteria.
34
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related or restricted to state territories. In contrast, they considered efforts should go
towards targeting ethical conduct from the scientific community, working both in
universities/research institutions and in the industry, such as creating an international
blacklist where scientists are exposed and excluded from obtaining permits for a certain
period of time, or even from research funding, if found guilty of illegal access or misuse of
genetic resources and/or associated traditional knowledge. Likewise, two interviewees
working in pharmaceuticals suggested the EU should instead support fair trade and
sustainable agricultural and forest management practices, where efforts are directly
contributing to the preservation of biodiversity. Other interviews share the point of view
that genetic resources and associated traditional knowledge should be considered as a
common biological heritage, like air or water. They suggested rethinking the definition and
application of benefits, for example by introducing a system of taxation dedicated to
improving biodiversity.
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ANNEX
Explanatory Note by the Commission
Introduction
From the stakeholders’ views and experiences gathered and presented in this report, a
significant level of unclear or wrong understandings emerges. This concerns most
importantly the scope and obligations stemming from domestic access and benefit sharing
legislations of the countries from which genetic resources are acquired (so-called provider
countries) and the EU ABS Regulation (which specifies compliance measures in the EU).
Many misunderstandings arise also from the related issue of division of compete nces and
tasks between the European Commission and the Member States that have decided to
regulate access to their genetic resources. In addition, it is also apparent that the
stakeholders struggle to understand the scope of EU ABS Regulation and the duties
stemming from it.
This explanatory note aims at clarify most outstanding incorrect perceptions, with a view
to improve and promote the correct knowledge and understanding of the EU ABS
Regulation and its functioning.
The EU ABS Regulation, national ABS legislation, and the issue of harmonization
of access legislation in the EU
Regulation (EU) n. 511/2014 (EU ABS Regulation) implements exclusively the compliance
obligations established in the Nagoya Protocol on Access to Genetic Resources and the Fair
and Equitable Sharing of Benefits Arising from their Utilization. By doing so, obligations
and duties regarding users’ compliance with ABS legislations of the provider countries have
been harmonized in the EU. The Regulation does not establish access requirements at the
EU level.
The decision to regulate access to genetic resources fall under the exclusive competence
of the Member States and it is the expression of the sovereign right of a State over its own
genetic resources (as recognized by the Convention on Biological Diversity and the Nagoya
Protocol). It is thus in the power of Member State to decide on the scope of access
legislation, as well as on the procedures to request access, in accordance with the Nagoya
Protocol. Currently, 5 EU Member States (BG, ES, FR, HR, MT) enacted legislations covering
access to their genetic resources and one Member State (DK) to the traditional knowledge
associated with genetic resources, as a means to implement the access pillar of the Nagoya
Protocol.
On the basis of the above clarifications, it follows that the access regime cannot be
harmonized at the EU level. The Commission cannot thus pronounce on, nor provide
clarification on scope and obligations of national ABS legislations in the EU Member States.
Users and stakeholders should address their requests for information related to access
legislation to the ABS focal points and/or the Competent National Authorities designated
in EU Member States (information about contact points is published in the ABS Clearing
House).
Commercialisation of products developed outside the EU
Some stakeholders argue that purchasing genetic resources from global chains increases
the risk that products will not be allowed to be marketed or sold in Nagoya Protocol
countries and as a result, this limitation in the supply chain could contribute in the future
to a lack of certain products in the EU. In addition they argued that similar limitations on
marketing of products may apply to products developed in non-Nagoya Protocol countries
(for example if they are developed in the US). Such assumptions are most likely based on
a wrong understanding of the due diligence obligations under the EU ABS Regulation. As
clarified in the report (ft. 20, p. 27), no restrictions are foreseen by the EU ABS Regulation
with regard to placing on the EU market in general, and more specifically with regard to
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placing on the EU market of products developed outside the EU. When the utilization of
genetic resources leading to the development of the product happens outside the EU, the
EU ABS Regulation does not apply. When products are developed utilizing genetic resources
in the EU, if due diligence obligations are breached during the development phase (i.e.: if
PIC and MAT are not sought, kept or transferred as appropriate), such infringements are
punishable. Sanctions for infringements of due diligence obligations are adopted by the
Member States, hence the nature and content of the sanctions may vary across the EU.
Member States can envisage measures concerning t he authorization, withdrawal or
confiscation from market of the product in case of infringement of the Regulation. In such
cases, the sanctioning measure will affect the specific product in question.
Additional remarks
Finally, with regard the request for additional technical support from the Commission and
efforts to provide information and help from the Member States, much work has been done
and is still being done to cope with such needs, both by the Commission and the Member
States authorises. We invite the reader to look at the first Commission Implementing report
as well as the Member States National Reports to have a view of the efforts undertaken to
raising awareness, promote knowledge of ABS, and technical support (updated to 2018).
Despite this, the Commission and the Member States are aware that additional support
and help is needed and remain committed to offer them to all stakeholder, in the realm of
their respective competences.
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