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Foreword

On 29 October 2010, the Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable
Sharing of Benefits Arising from their Utilization (ABS) to the Convention on Biological Diversity was
adopted in Nagoya, Japan. Being a supplementary agreement to the Convention on Biological Diversity
it is one of the most important multilateral environmental treaties recently adopted.

The objective of the Nagoya Protocol is to set an international, legally binding framework to promote
a transparent and effective implementation of the ABS concept at the regional, national and local level
in the future. IUCN considers ABS, the third objective of the Convention, to be a concrete example
for valuing biodiversity and its ecosystem services, and for taking proper account of this value as
a prerequisite for conservation and sustainable use. Therefore, IUCN welcomes the adoption of the
Protocol following six years of negotiations which marks an important step towards the implementation
of the Convention on Biological Diversity.

In this publication, the IUCN Environmental Law Centre and the IUCN Global Policy Unit proudly
present the results of a one-and-a-half year process of co-operation and consultation during which an
Explanatory Guide to the Nagoya Protocol was developed. This ABS Guide is the fourth in a series of
IUCN Guides to promote greater understanding of particular international environmental agreements. It
is the product of a fruitful, constructive, and harmonious collaboration with ABS experts from different
regions and international institutions who engaged with IUCN in the writing and reviewing of this
Guide. IUCN hopes to offer through this Guide an adaptable tool for future ABS capacity-building and
awareness raising initiatives, as well as an important reference for countries in their efforts to implement
the Nagoya Protocol and operationalize ABS in practice.

We are very grateful to the German Federal Ministry for the Environment, Nature Conservation and
Nuclear Safety (BMU) for its long-standing support of the IUCN Environmental Law Centre and the
provision of financial support for the development of this Guide. Furthermore, we would like to express
our gratitude to the Ministry of Foreign Affairs of Denmark (DANIDA) for co-funding the translations of
this Guide into French and Spanish.

Dr. Alejandro O. Iza Dr. Cyriaque N. Sendashonga
Head, IUCN Environmental Law Programme Global Director, IUCN Policy and Programme Group
Director, IUCN Environmental Law Centre
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Structure and Purpose of this Guide

The series of Explanatory Guides developed by the IUCN Environmental Law Centre' seeks to address
a critical need within international law of conservation and sustainable development — to provide neutral
expert analysis of the text of critical international documents. It focuses primarily on new international
instruments, providing an explanation of their contents and relationship with other key instruments,
policy documents and action plans. The Guides are intended as reference documents for anyone
desiring more information on these key instruments and possible steps for their implementation.

The main goal of this Explanatory Guide is to facilitate the understanding of the legal obligations of
the Parties under the Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable
Sharing of Benefits Arising from their Utilization (ABS) to the Convention on Biological Diversity. The
target audience of this Guide is broad, including lawyers as well as non-lawyers; policy-makers as well
as the private sector and civil society, including everyone who did not sit at the negotiation table and is
trying to understand the Nagoya Protocol on ABS. It therefore attempts to investigate and explain the
origin and meaning of the provisions of the Protocol in an unbiased and “simple” manner, avoiding too
complex scientific, legal and technical jargon.

The Guide begins with an introduction which addresses the subject of ABS. This section provides an
overview of the ABS concept, explains the general challenges to the implementation of ABS and recalls
the negotiation history. Furthermore, it summarizes the Nagoya Protocol, as well as its relationship with
other ABS-related instruments and processes.

The main part of this Guide is the “commentary” to the Protocol’s provisions. Here, each Article as well
as the Annex of the Protocol is analysed and explained. The sub-section “Background” aims to give a
brief introduction to and summary of the Article, including an explanation of the title of the provision, if
necessary. In the sub-section “Explanation”, the emphasis is on outlining the main obligations and/or
commitments; clarifying to whom they are addressed — provider and/or user country —and what exactly
is expected from the addressee. This section provides also information on concepts, key terms and
their possible understandings. References to the negotiation history of a particular text, concept, or
term are only made, if this is perceived to be helpful to improve the understanding. Furthermore, where
there are ambiguities or issues which are left unresolved in the text of a provision, some guidance as
to possible interpretation is provided. However, this Guide does not purport to provide an authoritative
interpretation of the text of the Protocol, and other interpretations are possible. In addition, specific
interpretations may be agreed and adopted by the Parties to the Protocol in the future as they consider
its provisions further.

The final section of the Guide — “Possible Ways Forward” — aims at providing guidance on what is
needed to make the Protocol operational. It explains possible options for developing ABS policies
and strategies, key components of ABS legislative, policy or administrative measures, as well as ABS
institutions. It is important to note that this section is not intended as a detailed guide on how to
implement the Nagoya Protocol on ABS at the regional, national and/or local level but rather aims
to provide some guidance into possible ways to move forward towards the implementation of the
Protocol once it enters into force.

1 Currently, the series includes Explanatory Guides on the Convention on Biological Diversity, the Cartagena
Protocol on Biosafety, and the International Treaty on Plant Genetic Resources for Food and Agriculture.
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The Guide concludes with a bibliography which provides a list of selected writings on ABS and
the Nagoya Protocol, largely from academic books and journals, as well as a number of important
supplementary materials:

2010 Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of
Benefits Arising from their Utilization to the Convention on Biological Diversity — The provisions
of the Protocol are reproduced throughout the Guide, but the full text is provided here for ease
of reference.

2002 Bonn Guidelines on Access to Genetic Resources and Fair and Equitable Sharing of the
Benefits Arising from their Utilization — The Guidelines were recognized as a useful first step
of an evolutionary process in the implementation of relevant provisions of the Convention on
Biological Diversity related to ABS.

1992 Convention on Biological Diversity — As explained in the Introduction, the 1992 Convention
is the parent Convention of the Protocol and contains a number of provisions which remain
directly applicable or relevant to its implementation.

Decision VII/19 of the Conference of the Parties to the Convention on Biological Diversity — This
decision provided the mandate for the negotiation of the Protocol.

Decision X/1 of the Conference of the Parties to the Convention on Biological Diversity — In this
decision the Conference of the Parties to the Convention on Biological Diversity adopted the
Nagoya Protocol on ABS. The decision also makes provision for interim arrangements, including
preparatory work by the Open-ended Ad Hoc Intergovernmental Committee for the Nagoya
Protocol.

xviii









Introduction

Introduction

The Convention on Biological Diversity (CBD) was adopted on 22 May 1992 and opened for signature
on 5 June 1992 at the United Nations Conference on Environment and Development (UNCED). On 29
December 1993, the CBD entered into force. As of July 2012, the CBD had 193 Contracting Parties,’
making it an almost universally accepted international agreement.

During the negotiations of the CBD, and since its entry into force, perhaps no other subject has been
as controversial as the issue of access and benefit-sharing (ABS). Controversy has stemmed from the
implications of ABS for, amongst other topics, State sovereignty, economic development, indigenous
and local communities, scientific research, the industries dependent on genetic resources and
traditional knowledge associated with genetic resources, and the conservation and sustainable use
of biological diversity. Furthermore, lack of awareness regarding ABS, widespread misunderstandings
about its scope and legal principles, and gaps in States’ policies and legislation have hampered the
efficient and effective implementation of ABS in practice.

The aim of this Introduction is to:

= provide an overview of the concept of ABS under the CBD;
= explain the main challenges to its implementation;
= outline the history of the ABS negotiations; and

m give a brief introduction to the Nagoya Protocol as well as its relationship with other international
instruments and processes.

A. Overview

The CBD is the first attempt by the international community to address biological diversity as a whole
in a global legal instrument. It is based on a broad ecosystem approach rather than the sectoral
approach (focusing on specific species, ecosystems, or sites) that is characteristic of other international
conservation agreements. Indeed, Article 2 of the CBD defines biological diversity (biodiversity) as the
variability among living organisms from all sources, occurring at three levels: diversity within species
(genetic diversity),? diversity between species, and diversity of ecosystems.

The CBD addresses not only conservation of biodiversity per se but also related socio-economic
aspects, which makes it a milestone in the field of environment and development. According to
Article 1, the CBD has three main objectives:

m conservation of biological diversity;
= sustainable use of its components; and

m fair and equitable sharing of the benefits arising out of the utilization of genetic resources.

1 For further information, see www.cbd.int/convention/parties/list/.

2 Genetic diversity refers to the frequency and variability of the gene pool within a single species. It includes
the variation both within a population and between populations.
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The broad CBD objectives are a consequence of the opposing interests of developing and developed
countries (the so-called North-South divide) that characterized UNCED and its preparatory meetings.
Throughout this process, many States, particularly from “the South”, were not willing to accept a CBD
that focused only on biodiversity conservation. Instead, the majority of developing countries pushed
for the “Rio package deal” — that is, they made their support for conservation obligations conditional
on more directly use-oriented provisions, as well as on obligations and measures on three types of
access:®

m access to genetic resources subject to national authority;
= access to relevant technology, including biotechnology; and

m access for the providing States to benefits ultimately gained from the use of genetic material in
the development of biotechnology (Glowka et al., 1994, p.5).

In the end, access to genetic resources and the fair and equitable sharing of the benefits arising out
of their utilization — in short, ABS — was introduced as the third objective of the CBD. It was meant
to take into account the need to share the costs as well as the benefits of biodiversity conservation
between developed and developing countries and to find ways and means of supporting practices and
innovations by indigenous and local communities.

The ABS Concept

In order to better comprehend the concept of ABS, it is important to understand the context within
which genetic resources are provided and utilized.

Genetic resources — whether from plant, animal, or micro-organisms — may be used for different
purposes (e.g., basic research or commercialization of products). Users of genetic resources and/or
traditional knowledge associated with genetic resources include research institutes, universities, ex-situ
collections, and private companies operating in a wide range of sectors, including the pharmaceutical,
biotechnology, seed, crop protection, horticulture, cosmetic and personal care, fragrance and flavour,
botanicals, and food and beverage industries (Laird and Wynberg, 2008, p. 8).

Providing these users with international access to genetic resources for use in research and
development, including commercialization, and sharing the benefits of such utilization has the potential
to be beneficial for social and economic development. At the same time, it offers both a concrete
example for valuing biodiversity and its ecosystem services in practice and an economic tool to
take proper account of this value. This again is considered to be a prerequisite for conservation and
sustainable use.

Table 1: Market Sectors and the Importance of Genetic Resources*

Sector Size of total market in 2006 Importance of genetic resources

Pharmaceutical US$ 640 billion 20-25% derived from genetic resources

3 Interestingly, at the tenth meeting of the Conference of the Parties to the CBD, developing countries pushed
again for a "package deal” by making their agreement to the Strategic Plan for Biodiversity 2011-2020
and the Strategy for Resource Mobilization conditional on the adoption of the Nagoya Protocol on Access
to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from their Utilization to the
Convention on Biological Diversity.
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Sector Size of total market in 2006 Importance of genetic resources
Biotechnology US$ 70 billion from public Many products derived from genetic
companies alone resources (enzymes, micro-organisms)

Agricultural seeds | US$ 30 billion All derived from genetic resources
Personal care, US$ 22 billion for herbal Some products derived from genetic
botanical, and supplements resources: represents “natural”
food and beverage | US$ 12 billion for personal care | component of the market
industries US$ 31 billion for food products

Source: Based on ten Brink, 2011, p. 17.

Often, although not always, innovation based on genetic resources relies on having physical access
to genetic material. While many States have historically controlled access to their biological resources
through legislation or regulatory requirements, only few have also controlled access to genetic resources
(Glowka, 1998, p. 1). It is important to note that there has been a lot of discussion on what is a genetic
resource, how to determine when a resource being accessed is genetic or biological, and whether it is
the use that determines if a resource is accessed as a genetic resource or a biological resource.

Figure 1: Visualization of the “Simplified” Relationship between

ABS Stakeholders
-
J
{ {
'a '
'a '

Balanced through the ABS concept based on the principles
of prior informed consent and mutually agreed terms

As a consequence, before the CBD entered into force, access to genetic resources, as well as to
traditional knowledge associated with genetic resources, was freely available in most parts of the world.

4 Note: The following figures provide “ballpark” estimates for various categories of products derived from
genetic resources. It is important to understand that the markets are not entirely based on genetic resources.
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This often led to the exploitation, utilization, and/or monopolization of such resources and knowledge
without sharing any benefits with the countries providing the resources or the holders of the knowledge.
As this situation was perceived to be inequitable, the CBD introduced the ABS concept, with Article 15
containing the main ABS obligations. Article 15 of the CBD tries to balance the interests of the users
of genetic resources, who want to have continued access to those resources, with the interests of
the providers of such resources, who want to receive an equitable share of the benefits that may be
derived from the use of such resources. In short, according to the ABS concept, the provider States
shall facilitate access to their genetic resources while user States shall share in a fair and equitable
manner the benefits arising from the access to and use of those resources. In effect, with the entry into
force of the CBD, a change of paradigm was put in place as the conservation community moved from
considering genetic resources as a common heritage to recognizing the sovereign rights of States to
those resources and to regulating their use.

However, it is important to note that there is no clear line between providers and users. Indeed, States
are often both provider and user country at the same time. Furthermore, the very different circumstances
and situations surrounding the use of genetic resources makes it impossible for each State that could
provide genetic resources to specify, a priori, what benefits should be shared and the modalities to be
employed to facilitate sharing. What will be desired by the State providing access to genetic resources,
and what will be acceptable to the party (government institution or private enterprise) seeking access,
varies in each case. This can depend on, among other factors:

= the nature of the genetic resources provided (e.g., whether from a collection (ex-situ) or its
natural habitat (in-situ));

m the location where the genetic resources are found (e.g., on State or privately owned lands,
protected areas, indigenous and community conserved areas, or areas under no conservation
management regime);

= the types of subsequent use proposed (e.g., whether it is used for scientific research, education,
and/or commercial development);

m whether genetic resources from multiple providers shall be used to create a particular end-
product; and

m whether the final product and/or final user have already been determined.

Finally, it is important to note that in the CBD context, genetic resources are biological resources needed
or used for their genetic material and not for their other attributes. This means that, for example, access
to a forest for “conventional” timber extraction or hunting would not be covered by the ABS concept of
the CBD. On the other hand, if it were the intention to use the genetic material of such timber or prey,
ABS obligations would come into play.
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Table 2: Complexity of Possible ABS Circumstances

Attributes Characteristics
Source of supply | Ex-situ Non-commercial (botanical gardens, gene banks, etc.)
Commercial (broker companies)
In-situ One source country
Several source countries
Purpose of Commercial | Development of end-products
usage _ .
Development of intermediate products
Non- Basic non-commercial research with option to transfer
commercial material to commercial users
Basic non-commercial research with material kept for
conservation
Relationship Closely Chemical molecule found in the plant serves as prototype for
between genetic | related an active compound in the product (pharmaceutical utilization)
resources and .
product Extracts (raw material) of the plant are substance of the
content in the product (natural medicine, natural cosmetics,
dietary supplement)
NOTE: no genetic resource according to CBD definition, but
different views possible in national ABS laws
Not closely Molecule found in the plant needs to be modified in
related many steps to be included in the product (derivative in
pharmaceutical utilization)
The function of an organism or its parts serve as a model (e.g.,
mimics in material research, biotechnology)
Not related Genetic resource serves as tool in research and development
(e.g., used as catalyst)
Characteristics Identifiable Material obtained from ex-situ collections, further information
of material included
identifiable . . . _ T
before utilization .Partly./. Material acquired by bioprospecting activities, type of related
identifiable knowledge
Not at all Material obtained by wide-scale, random bioprospection;
identifiable no further information available/acquisition of sample of
completely unidentified resources
Source: Based on Tauber, S., Holm-Mdller, K. and Feit, U. An Economic Analysis of New Instruments for
Access and Benefit-Sharing under the CBD - Standardisation Options for ABS Transaction, Interim Report
(BfN: Bonn — Bad Godesberg, 2008), p. 7.
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Given the ABS complexity, the CBD provides an ABS framework. Within this framework, Article 15
of the CBD, entitled “Access to Genetic Resources”, is the core ABS provision. Further ABS-related
provisions can be found in Articles 8(j), 10(c), 16, 18, and 19 of the Convention.

ABS-Related Obligations and Commitments under the CBD

This section provides a short overview of ABS-related obligations and commitments under the CBD in
order to explain the ABS concept in more detail.

Access

Article 15(1) of the CBD clearly confirms the authority of governments to regulate physical access to
genetic resources in areas within its jurisdiction. At the same time, Article 15(1) does not grant the State
a property right over these resources (Glowka et al., 1994, p. 76). Ownership of genetic resources is
not addressed by the CBD at all but is subject to national and sub-national legislation or law (including
common law as well as customary law).

The authority of a government to determine access to genetic resources is qualified by Article 15(2) of
the CBD, which requires the Contracting Parties to endeavour to create conditions that:

m facilitate access to their genetic resources for environmentally sound uses by other Contracting
Parties and

= do not impose restrictions that run counter to the objectives of the CBD.

Determining when a use is environmentally sound is left to the discretion of the Party providing genetic
resources. Furthermore, facilitating access and eliminating or minimizing restrictions implies that
potential users of genetic resources should be supported in acquiring access to these resources.
This is based on the understanding that the most immediate indirect benefit of facilitating access and
minimizing or eliminating restrictions will be to increase the probability that genetic resources within
areas under a State’s jurisdiction will be used, which again increases the likelihood that benefits will be
created and then be shared. In other words, the logic behind Article 15(2) of the CBD is that fair and
equitable sharing of benefits can only be realized after access to genetic resources has actually been
granted.

Article 15(3) of the CBD limits the genetic resources covered by Article 15 (as well as Articles 16 and
19) to those:

m provided by Parties that are countries of origin (“country of origin” of genetic resources is
defined by Article 2 CBD as “the country which possesses those genetic resources in in-situ
conditions”) or

= provided by Parties that have acquired the genetic resources in accordance with the CBD.

Only these two categories of genetic resources entitle a provider to benefits under the CBD.

Prior informed consent and mutually agreed terms

Furthermore, access to genetic resources is made subject to the prior informed consent (PIC) of the
Party providing the genetic resources, unless otherwise determined by that Party (Article 15(5) of
the CBD). And where access is granted, it is conditional upon reaching mutually agreed terms (MAT)
between the Party providing the genetic resources and the potential user (Article 15(4) of the CBD). PIC
and MAT are the primary means to:
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= authorize access to genetic resources;
= control their subsequent use; and

m establish the fair and equitable sharing of benefits from their subsequent use.

The concept of PIC is based on the principle that prior to potential users getting access to genetic
resources, those affected and those authorized to make decisions should be informed about the
potential uses in order to be able to make a fully educated decision. In the context of ABS, PIC requires
that:

= the provider who makes the genetic resources available gives his/her consent through an
affirmative act;

m this decision (affirmative act/consent) is based on information provided by the potential user of
the genetic resources; and

= the information is provided prior to the actual decision (affirmative act/consent) that grants
access.

However, the exact manner, extent, and procedure in which PIC should be obtained are governed by
national access legislation. Here, it is important to note that Article 15(5) of the CBD refers to “unless
otherwise determined by that Party”. This implies that in exercising their sovereign rights over genetic
resources, Parties may decide to require or not to require PIC for access to their genetic resources.
This interpretation is also supported by Article 15(1) of the CBD, which states that “the authority to
determine access to genetic resources rests with national governments and is subject to national
legislation”.

At the same time, the exercise of its sovereign rights does not exempt the Contracting Party from
providing genetic resources as per its obligations under Article 15(2) of the CBD - that is, to take the
necessary steps to establish a procedure in its legal system that will facilitate access Glowka et al.,
1994, p. 81).

MAT imply a negotiation between the Party granting access to genetic resources and an entity aiming
to use those resources, such as an individual, a company, or an institution. In the case of a successful
negotiation, this will lead to an access agreement (sometimes called a material transfer agreement,
research agreement, or contract).

Benefits

Article 15(7) of the CBD requires each Contracting Party to take legislative, administrative, or policy
measures the goal of which is the fair and equitable sharing of benefits with the Contracting Party
providing genetic resources. While the CBD does not give a definition of the term “benefits”, it foresees
different types of (monetary and non-monetary) benefits to be shared, including:

research and development results, Article 15(7);

commercial or other benefits derived from utilizing the genetic resources provided, Article 15(7);
m access to and transfer of technology using the genetic resources, Article 16(3);
= participation in all types of scientific research based on the genetic resources, Article 15(6);

= participation specifically in biotechnological research activities based on the genetic resources,
Article 19(1); and

m priority access to the results and benefits arising from biotechnological use of the genetic
resources, Article 19(2).
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Therefore, benefit-sharing has to be based on MAT (as identified in Articles 15(7), 16(3), and 19(2)) and
negotiated for each individual case.

Traditional knowledge

While Article 15 of the CBD does not address the issue of traditional knowledge, Article 8(j) of the CBD
requires each Contracting Party, subject to its national legislation, to

m respect, preserve, and maintain knowledge, innovations, and practices of indigenous and local
communities (ILCs) embodying traditional lifestyles relevant for the conservation and sustainable
use of biological diversity;

= promote their wider application with the approval and involvement of the holders of such
knowledge, innovations, and practices; and

m encourage equitable sharing of benefits derived from their utilization.

The link between genetic resources and traditional knowledge in the context of ABS is based on the
second and third obligations under Article 8(j) of the CBD. Accordingly, the CBD acknowledges the
value of traditional knowledge to modern society and recognizes that holders of such knowledge,
innovations, and practices are to be involved and provide their approval, subject to national laws,
when it gets to the wider application of those knowledge, innovations, and practices. Furthermore,
States are encouraged to equitably share the benefits arising out of the utilization of ILCs’ knowledge,
innovations, and practices.

In this context, it must not be forgotten that traditional knowledge, innovations, and practices on
animals, plants, insects, or ecosystems can provide interesting leads to and an initial screen for isolating
particular properties of genetic resources found in nature. Consequently, traditional knowledge has
guided a number of companies in the development of new products (Laird and Wynberg, 2008, p. 20).
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Table 3: Summary of CBD Provisions Relevant to ABS

Provision Content

Preamble Notes the desirability of equitably sharing benefits arising from the use of traditional
knowledge, innovations, and practices relevant to the conservation of biological
diversity and the sustainable use of its components.

Article 1 Lists ABS as one of the three CBD objectives.

Article 2 Defines the terms “genetic resources” and “genetic material”, as well as the terms
“country of origin of genetic resources” and “country providing genetic resources”.

Article 8(j) Requires CBD Parties to respect, preserve, and maintain the knowledge,
innovations, and practices of ILCs; promote their wider application with their
holders’ approval and involvement; and encourage the equitable sharing of the
benefits arising from their utilisation.

Article 15(1) | Clarifies that States have sovereign rights over their natural resources and the
authority to regulate access.

Article 15(2) | Requires CBD Parties to facilitate access for environmentally sound purposes and
not to impose restrictions that are counter to the CBD.

Article 15(3) Provides that only the country of origin or a country that has acquired genetic
resources in compliance with the CBD may grant access to genetic resources.

Article 15(4) | Provides for access only on MAT.

Article 15(5) | Provides for access subject to PIC.

Article 15(6) | Provides for full participation of the provider in scientific research based on the
genetic resources provided.

Article 15(7) | Requires CBD Parties to take legislative, administrative, or policy measures to
share benefits from research and development and commercialization equitably
and based on MAT.

Article 16(3) | Requires CBD Parties to take legislative, administrative, or policy measures to
provide access to and transfer of technology that makes use of genetic resources
accessed on MAT and in accordance with international law.

Article 19(1) | Requires parties to the CBD to take legislative, administrative, or policy measures
to ensure the effective participation by providers in biotechnological research on
the genetic resources.

Article 19(2) | Provides for priority access to the results and benefits from biotechnologies based
on genetic resources provided.

11
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B. Challenges to Implementation of ABS

Soon after the adoption and entry into force of the CBD, it became clear that the implementation
of ABS in practice, in particular the development of ABS legislation, presented challenges for the
international community. This section briefly describes the sometimes difficult relationship between the
issues of access, benefit-sharing, and compliance, as well as a number of complexities in regulating
ABS, in order to provide a better understanding of the realities within which ABS is applied.

Access, Benefit-sharing, and Compliance: The Pillars of ABS

As explained before, the ABS concept of the CBD is founded on a bilateral relationship between a
provider of a genetic resource on the one hand and a user of this resource on the other hand. According
to Article 15(3) of the CBD, a provider can be either a country that possesses a genetic resource in
in-situ conditions or a country that has acquired the genetic resource in accordance with the CBD.

In practice, the role of a provider is not limited to biodiversity-rich countries. Indeed, genetic resources
that could be provided (microbes, for example) can be found universally regardless of the level of
biodiversity in a country. Furthermore, countries that do not possess a specific genetic resource in
in-situ conditions may hold the resource in an ex-situ collection after acquiring it in accordance with
the CBD. At the same time, the role of a user is also not limited to industrialized countries. In practice,
every country has the potential to become a user country since it has the possibility to build up the
necessary infrastructure and capacity for research and development in relation to genetic resources.

Although every country has the potential to be a provider and a user of genetic resources at the
same time, the relationship between providers and users has often been controversial due to (mis)
interpretation of the situation as a divide between developing countries and developed countries. Such
(mis)interpretation, in combination with alleged cases of misappropriation and/or misuse of genetic
resources or traditional knowledge associated with those resources (sometimes referred to as cases
of “biopiracy”), led to certain mistrust on both sides and influenced the ABS discussions. While there
is no agreed definition of the terms “misappropriation” and “misuse”, the following general distinction
can be made:

= Misappropriation is linked to the acquisition of genetic resources in violation of domestic ABS
legislation requiring PIC and MAT. In short, it could be understood as unlawful appropriation of
genetic resources.

= Misuse arises more out of contractual obligations, as it captures the situations in which genetic
resources are used in violation of MAT that were set up between the provider and the user. In
short, it could be understood as utilization of genetic resources in a non-agreed way, including
without sharing any benefits.

While the issues of misappropriation and misuse are without doubt a great concern for providers as
well as users, a serious analysis of its underlying causes needs a differentiated and neutral approach.
As noted, one problem with discussions on misappropriation and misuse is the lack of a common
definition of these terms.

Furthermore, the sole apprehension of being accused of misappropriation or misuse of genetic resources
has already become a serious impediment to research and bioprospecting activities. Researchers as
well as private industries fear image problems in case of public outcries. Allegations of “biopiracy”
would make it difficult for them to negotiate legitimate ABS agreements with other parties and gain
access to potential funding sources, likely causing significant loss of commercial opportunities that

12
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may be available to a competitor.’> Potential users are also concerned about possible administrative
appeals or formal lawsuits that might render their activities unprofitable or at least unpredictable.

The situation becomes even more complicated when taking into account the lack of legal clarity,
certainty, and transparency in some domestic ABS legal frameworks. This again discourages many
researchers and companies from engaging in bioprospecting activities. Some people even see here
the underlying cause of the majority of alleged cases of misappropriation that they consider to be
unintentional.

As a consequence, the specific legal framework in which an allegation of misappropriation or misuse
may occur has to be taken into account. A differentiated assessment is necessary when:

= the acquisition of genetic resources takes place in a provider country that does not have any
ABS legislation or administrative processes in place;

m genetic resources are acquired in a provider country with ABS legislation and processes in place
that turn out to be unclear and non-transparent;

m traditional knowledge is accessed and used when it is impossible to clarify which ILCs should
have been involved in order to get their approval;

= the material transfer agreement includes loopholes, such as with regard to a possible change in
the intended utilization of the acquired resources; or

= a clear case of misappropriation takes place — that is, when genetic resources and/or traditional
knowledge associated with genetic resources are acquired either in violation of existing domestic
legislation of a provider country that includes clear requirements for PIC and MAT for access
to genetic resources or without the appropriate involvement and approval of the holders of the
knowledge and without mutually agreed terms.

Finally, when genetic resources/traditional knowledge associated with those resources are transferred
from a provider to a user country, neither the provider nor the user State alone can take appropriate
measures that ensure an efficient and effective ABS regime. While provider States have sovereign
rights over their genetic resources, due to the territoriality principle they are hampered in monitoring
and controlling the downstream process of utilization. It is generally not possible to enforce provider
countries’ ABS legislation in user countries. The enforcement of ABS agreements in user State courts
is possible, but very costly. User States again can be obliged to monitor and control the utilization
of genetic resources/traditional knowledge associated with those resources within their jurisdiction.
However, tracing back to provider countries is a great technical and administrative challenge, leading
to high transaction costs.

All this explains the complex relationship between providers and users, as well as the interrelationship
among the issues of access, benefit-sharing, and compliance. All three components appear to be
essential for making ABS work in practice. They form the “pillars” of ABS, which can be summarized
as follows.

On the one hand, users need clear, transparent, predictable, equitable, and efficient legal and
administrative frameworks to secure legal clarity and certainty when accessing genetic resources and
traditional knowledge associated with those resources. Without such legal certainty, researchers and
industries will be less eager to invest in bioprospecting activities. This will lead to less access and as

5 Secretariat of the Convention on Biological Diversity, Compilation of submissions by Parties on experiences in
developing and implementing Article 15 of the Convention at the national level and measures taken to support
compliance with prior informed consent and mutually agreed terms. UNEP/CBD/WG-ABS/5/INF/2/Add.1
(Montreal: 2007), para. 3.
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a consequence to less benefit-sharing in the end. Furthermore, lack of legal clarity will make it difficult
for users to fully comply with the providers’ ABS requirements, leading to controversy and allegations
of misappropriation or misuse.

On the other hand, the main interest of providers lies in the fair and equitable sharing of the benefits
arising from the utilization of their genetic resources and traditional knowledge associated with those
resources. Providers therefore need effective measures to ensure that users in their jurisdiction do
not misappropriate or misuse genetic resources and traditional knowledge associated with those
resources. Thus, they aim for compliance with their domestic ABS regime in general and with the MAT
for benefit-sharing in particular.

Complexities of Implementing ABS in Practice

Apart from finding appropriate ways of regulating these three pillars of ABS, the international community
has faced a number of other challenges in order to effectively and efficiently operationalize ABS. These
include the following issues amongst others.

Implementation in a wide variety of national contexts

Since the entry into force of the CBD, only a limited number of States, mainly biodiversity-rich countries,
have adopted comprehensive ABS regimes at the national level.* Many countries, however, still do not
provide for any specific ABS laws, regulations or administrative processes.

Countries that developed domestic ABS frameworks have chosen different ways in which to implement
the ABS provisions of the CBD at the national level. For example, different ways of understanding
biological resources, genetic resources, derivatives, and products exist, which has led to a variety of
definitions of scope in ABS legislation. Countries may choose to extend the scope of their ABS regime
beyond that of the CBD to cover not only genetic but also biological resources, or they can interpret
the scope more narrowly. Furthermore, countries may take a very restrictive approach when regulating
access to their genetic resources, or they may provide for free access. Also, each country has its own
legal system, national authorities, and stakeholders. ABS procedures will therefore differ from provider
country to provider country, with sometimes long, confusing, cumbersome processes requiring permits
from several regional and local agencies that administer the same resource.

Consequently, there is a wide variation in the implementation of ABS at the national and sub-national
level, which can lead to confusion for both providers and users of genetic resources and/or traditional
knowledge associated with such resources.

Institutional arrangements and lack of capacity

Practical experience of the implementation of ABS has further shown that in addition to an appropriate
legislative framework, an enabling institutional framework is required. However, many countries face
similar difficulties in setting up efficient and effective institutional arrangements that support the
operationalization of ABS. One underlying problem seems to be the competition between existing
institutions and entities regarding the authority to grant access, and even more so to receive potential
benefits. Unclear, overlapping, or simply non-existent institutional competencies have also been
highlighted as challenges to implementing ABS effectively.

6 A database including ABS measures undertaken by the CBD Contracting Parties can be found at
www.cbd.int/abs/measures/.
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Another difficulty relates to the lack of capacity on all sides to deal with the complexities of ABS.
ABS implementation involves technical expertise regarding negotiation of ABS agreements, intellectual
property rights, biodiversity conservation, business, commerce, economics, biotechnology, national
and international law, social and cultural issues, and other issues. Such interdisciplinary expertise has
been limited if not absent in many countries (Carrizosa et al., 2004, p. 300).

The resulting legal uncertainties, administrative deficiencies and delays, and high transaction costs
may lead to considerable frustration among ABS stakeholders.

Ex-situ collections

Finding an appropriate and fair approach in view of ex-situ collections has been another critical
stumbling block in the implementation of ABS. Ex-situ conservation is defined by Article 2 of the CBD
as “the conservation of components of biological diversity outside of their natural habitats”. Ex-situ
collections take the form of collections of genetic resources held in gene banks (seed and in the field),
z0os, arboreta, botanical gardens, in vitro storage, pollen storage, and DNA storage, to name a few
examples (Maxted et al., 1997). Seed gene banks are the most common storage practice (FAO, 1998,
p. 510).

Article 9 of the CBD further clarifies:
= the use of ex-situ conservation method to support in-situ measures;
m ex-situ collections should be kept and researched preferably in the country of origin; and

m those collections should be used for measures for recovery and rehabilitation of threatened
species for reintroduction into natural habitats, under appropriate conditions.

Research on ex-situ collections can take a wide variety of forms and purposes. Most research is of
a non-commercial nature, to improve understanding of genetic diversity and how to best conserve
it. There are also examples of applied commercial research on collections, resulting in a commercial
product of various forms (see Laird and Wynberg, 2008). Botanical gardens, in particular, have played
an important role in medical and taxonomic research, the distribution of useful plants and their genetic
resources worldwide, and the conservation of biological diversity (Davis, 2008, p. 6).

Many if not most of the genetic resources collected ex-situ were accessed before the entry into
force of the CBD, and a large amount of the stored resources historically came from biodiversity-rich
developing countries. Regardless of pre- or post-CBD acquisition, developing countries have had high
expectations of benefiting from new utilizations of the collected genetic resources. For a combination
of ethical and pragmatic reasons, some botanical gardens and herbaria treat all of their collection as
falling under the obligations of the CBD. However, in practice the unknown geographical origin of
some genetic resources may hamper appropriate benefit-sharing in practice.

Traditional knowledge within CBD and other international fora

As explained earlier, the link between traditional knowledge associated with genetic resources and
ABS is based on Article 8(j) of the CBD. However, the implementation of ABS in relation to traditional
knowledge associated with genetic resources is a challenge for several reasons.

First of all, Article 8(j) of the CBD does not define the term “traditional knowledge”. In fact, it only provides
an indication of how the concept of traditional knowledge must be understood in the CBD framework,
namely as such “knowledge, innovations and practices” that “embody traditional lifestyles relevant for
the conservation and sustainable use of biological diversity”. It is developed from experience gained

15



An Explanatory Guide to the Nagoya Protocol

over centuries and adapted to the local culture and environment, transmitted orally from generation to
generation, and collectively owned, and it takes the form of stories, songs, folklore, proverbs, cultural
values, beliefs, rituals, community laws, local language, and agricultural practices. Such a broad
understanding can sometimes make it difficult to capture what qualifies as traditional knowledge. This
again may lead to confusion on both the provider and user sides, as well as to complications for
regulation through legal instruments, such as intellectual property rights.

Particular legal and practical problems may arise in cases when ownership of such knowledge is
not definable — that is, the holder of the knowledge is unknown or not identifiable — or when such
knowledge leaves a community without PIC of the relevant ILC group and enters the “public domain”,
which means that it is not protected by an intellectual property right and therefore can be appropriated
by anyone without liability for infringement.

Traditional knowledge can be dispersed outside of the control of the original ILC in a number of ways,
such as:

= when the knowledge about a potential utilization of a genetic resource has spread to people
living in the same area as the ILC in question and is since used by non-members of the ILC for
that specific purpose; or

= when a scientist, visiting the ILC holding the traditional knowledge, finds out about said
knowledge and afterwards publishes an article on the research findings.

ABS related to traditional knowledge associated with genetic resources is linked to ongoing discussions
on intellectual property rights—related aspects, particularly in the Intergovernmental Committee
on Intellectual Property and Genetic Resources, Traditional Knowledge and Folklore of the World
Intellectual Property Organization (see section E). This Committee is working on an international legal
instrument or instruments that would ensure the effective protection of genetic resources, traditional
knowledge, and traditional cultural expressions.

Itis also important to underline that the issue of traditional knowledge associated with genetic resources
is closely linked to discussions on the general rights of ILCs at the international as well as national
level. At the international level, the United Nations Declaration on the Rights of Indigenous Peoples
(adopted in 2007)" and the International Labour Organization Convention No. 169 on Indigenous and
Tribal Peoples (adopted in 1989, entry into force in 1991) are important legal instruments of varying
legal strength that aim to protect ILCs’ rights and thus should be taken into account in the context of
ABS related to traditional knowledge.

Furthermore, local and national structures are needed, which:
= involve ILCs in the development and implementation of ABS policies at the domestic level;
= recognize the rights of ILCs in domestic legal systems, in particular property rights as well
as self-determination and indigenous governance procedures, which will also enable effective
protection vis-a-vis foreign jurisdictions;
m clearly identify the knowledge holder(s) and owners of genetic resources; and

m define and establish local competent authorities in cases where they do not exist and determine
community-level procedures for ABS.

7 For further information, see the UN Permanent Forum on Indigenous Issues, at
www.un.org/esa/socdev/unpfii/index.html.

8 For further information, see www.ilo.org/indigenous/Conventions/no169/lang--en/index.htm.
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Without such a structure in place, a three-party relationship between ILCs, their “home” countries, and
users might be created that lacks sufficient transparency, clarity, and efficiency. Such a situation could
in the end hamper the effective implementation of ABS related to traditional knowledge associated with
genetic resources in practice.

Varying conditions for commercial and non-commercial research

Another challenge in the implementation of ABS relates to the differentiation between non-commercial
and commercial research, as both are characterized by the intent of the research undertaken and not
the form. Non-commercial research can be understood as non-profit research to generate new scientific
insights on multiple levels, from genetic composition of biological resources to related functions. It is
one of the fundamental preconditions for the conservation and sustainable use of biological diversity
and the appreciation of the value of the diversity of genetic resources. Furthermore, countries that
provide access to their biodiversity for non-commercial research may derive a range of non-monetary
benefits, including training or a better understanding of their genetic resources. As a consequence, it
makes sense for national access modalities in provider countries to treat non-commercial (non-profit)
and commercial research differently.

However, both research types can use the same methods and facilities and be pursued by the
same researchers. As a consequence, non-commercial research can be connected with commercial
research and may lead to applied research, product development, or further uses of genetic resources.
Nevertheless, in many research activities this is not the case. Still, provider countries may be reluctant
to differentiate between non-commercial and commercial research based on the following practical
concerns:

m changes of intent from non-commercial to commercial research;

= use of sample materials by third parties in ways that were not approved by a provider country
in legal agreements; and

s commercial use of research results in the public domain without sharing benefits with the
provider country.

Consequently, provider countries are faced with the challenge of recognizing the particular needs
of non-commercial research while defining tangible indicators that separate non-commercial from
commercial research (e.g., restrictions on dissemination of research results, restrictions on access to
reference specimens, and patent applications).

Transboundary situations

The implementation of ABS could become a challenge in transboundary situations. It has to be recalled
that genetic resources, as well as traditional knowledge associated with them, are often not endemic
to a specific country or held by only one ILC. Indeed, genetic resources are often found in more than
one country or even in more than one geographical region; the same traditional knowledge is often held
by different ILCs, which might even be located in different countries. In such situations, a bilateral ABS
approach may appear to some to be unjust, as it gives a single provider State/ILC the right to receive all
of the benefits. Furthermore, the bilateral ABS approach might be considered problematical to address
such transboundary situations, as it can lead to competition between the different provider States/ILCs
sharing the same genetic resources/traditional knowledge associated with those resources, which will
weaken their position in the negotiation of MAT and might lead to a “race to the bottom” regarding ABS
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requirements. Therefore, it is sometimes argued that a multilateral benefit-sharing approach could be
more appropriate and fair to tackle such transboundary situations.

However, it is important to recall that Article 15 of the CBD clearly envisages applying a bilateral
instead of a multilateral ABS approach. Furthermore, it must be noted that polymorphism means the
economic value may lie in the internal genetic differences between examples of the same species
(local adaptations, for example). Moreover, countries that put ABS systems in place may feel aggrieved
if other countries effectively "free ride” and obtain a share in benefits derived on the basis that they
happen to have the same species occurring in-situ.

C. The Road to Nagoya and Beyond

The challenges just described illustrate the need for specific guidelines and instruments in order to
facilitate implementation of ABS in practice. More than 18 years passed between the adoption of the
CBD in May 1992 and the adoption of the Nagoya Protocol on Access to Genetic Resources and the
Fair and Equitable Sharing of Benefits Arising from their Utilization to the Convention on Biological
Diversity (Nagoya Protocol) in October 2010 in Nagoya, Japan. During this time the CBD Contracting
Parties studied, discussed, elaborated, and further negotiated the ABS concept. The way to Nagoya
was a long road, with four different phases and important stepping stones to be recognized.®

Phase 1: ABS Developments Prior to the Negotiation of an International Regime

The issue of ABS was addressed by the CBD Conference of the Parties (COP) from the beginning. The
first COP (1994, Nassau, Bahamas) listed ABS in agenda item 6.6 of the medium-term programme of
work of the Conference of the Parties.™ In subsequent years, CBD COP 2 (1995, Jakarta, Indonesia)
and CBD COP 3 (1996, Buenos Aires, Argentina) requested, considered, and analyzed compilations of
national, regional, and sectoral legislative, administrative, and policy measures as well as participatory
processes and guidelines for activities covered by Article 15, including information on the interpretation
of ABS key terms, case studies, and experiences with implementation.

ABS developments accelerated after CBD COP 4 (1998, Bratislava, Slovakia), when a regionally
balanced expert panel on ABS was set up and formally initiated the work on ABS under the Convention.?
Bringing together representatives of the private and public sector as well as ILC representatives, the
expert panel met on two occasions (1999 in San José, Costa Rica, and 2001 in Montreal, Canada) and
developed a set of recommendations, including ones on PIC and MAT, approaches for stakeholder
involvement, and options to address ABS within the CBD framework.

CBD COP 5 (2000, Nairobi, Kenya) further formalized the ongoing ABS process by establishing the Ad
Hoc Open-ended Working Group on ABS (AHWG) with a mandate to develop for submission to the COP
guidelines and other approaches on PIC and MAT, the participation of stakeholders, benefit-sharing
mechanisms, aspects of ex-situ and in-situ conservation and sustainable use, and the preservation

9 For more detailed information on the ABS history, see the CBD website at www.cbd.int/abs/
background/#timeline.

10 See CBD COP 1 decision 1/9, Medium-term programme of work of the Conference of the Parties.

11 See CBD COP 2 decision 1I/11, Access to genetic resources, and COP 3 decision Ill/15, Access to genetic
resources.

12 See CBD COP 4 decision 1V/8, Access and benefit-sharing.
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of traditional knowledge.™ At its first meeting (2001 in Bonn, Germany), the AHWG prepared the draft
Bonn Guidelines on Access to Genetic Resources and Fair and Equitable Sharing of Benefits Arising
out of their Utilization (Bonn Guidelines) (SCBD, 2002), which were later adopted with some changes at
CBD COP 6 (2002, The Hague, Netherlands).* The Bonn Guidelines were intended to provide guidance
by, amongst other aspects:

= identifying steps in the ABS process, with an emphasis on the obligation for users to seek PIC
from providers;

m identifying the basic requirements for MAT;

= defining the main roles and responsibilities of users and providers and stressing the importance
of the involvement of all stakeholders;

m covering other elements such as incentives, accountability, means for verification, and dispute
settlement; and

m suggesting elements for inclusion in material transfer agreements and providing an indicative list
of both monetary and non-monetary benefits.

While this was an important first step, the Bonn Guidelines could not be seen as a final decision
or sufficient guidance. Indeed, they were planned to be “evolutionary” in nature, meaning that they
were intended to provide starting points for national framework development processes and national
negotiations that had to be reviewed, accordingly revised, and improved as ABS experience was
gained. Furthermore, the Guidelines were relatively contentious, with some Contracting Parties and
ABS stakeholders criticizing them as being incomplete, only voluntary, focusing too much on the
user side, and not taking enough into account the critical concerns of providers (e.g., compliance
with and enforcement of national ABS regimes), as well as conservation and sustainable use issues.
Others considered the Bonn Guidelines as too specific and detailed. Nevertheless, they presented best
practices for providers and their implementation in domestic ABS laws provided valuable experiences
that were fed into the negotiations leading to the Nagoya Protocol.

Phase 2: The Mandate to Negotiate an International Regime on ABS

At the United Nations World Summit on Sustainable Development (WSSD) in 2002 in Johannesburg,
South Africa, the “Johannesburg Plan of Implementation” that was adopted included different references
to ABS. Amongst others, the international community called for action to negotiate an international
regime to promote and safeguard the fair and equitable sharing of benefits arising out of the utilization
of genetic resources' within the framework of the CBD, taking the Bonn Guidelines into account.

CBD COP 7 (2004, Kuala Lumpur, Malaysia) followed this call and mandated the AHWG “with the
collaboration of the Ad Hoc Open-ended Inter-Sessional Working Group on Article 8() and Related
Provisions, ensuring the participation of indigenous and local communities, non-governmental
organizations, industry and scientific and academic institutions, as well as intergovernmental
organizations, to elaborate and negotiate an international regime on access to genetic resources
and benefit-sharing with the aim of adopting an instrument/instruments to effectively implement the
provisions in Article 15 and Article 8(j) of the Convention and the three objectives of the Convention”.

13 See CBD COP 5 decision V/26, Access to genetic resources.
14 See CBD COP 6 decision VI/24, Access and benefit-sharing as related to genetic resources.
15 Plan of Implementation of the World Summit on Sustainable Development, Chapter IV, Paragraph 44 (o).

16 See CBD COP 7 decision VII/19, Access and benefit-sharing as related to genetic resources (Article 15),
D. 1.
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In doing so, COP 7 interpreted the WSSD call for action in the CBD context and broadened the mandate
of the AHWG to focus not only on benefit-sharing but also on the issue of access. Furthermore, CBD
COP 7 adopted the terms of reference of the AHWG for the negotiation of the international regime,’”
which had been discussed at the second AHWG meeting (2003, Montreal).

Box 1: Understanding the Scope of the Mandate

According to Black’s Law Dictionary, the term “international regime” can be defined as a set
of norms of behaviour and rules and policies that cover international issues and that facilitate
substantive or procedural arrangements among countries.

Mandating the AHWG to negotiate an international regime therefore granted the Contracting Parties
the flexibility to explore and negotiate different ABS options and components, including but not
limited to the development of:

®m One or more instruments;
m composed of policy, legal, and practical measures;

= including a set of entirely new measures or a set of new elements in combination with pre-
existing measures;

= being mandatory or voluntary or a mixture of both;
= including binding or non-binding provisions or a combination of both; and

= using diverse ABS approaches and tools.

Phase 3: The Negotiation Process

The actual negotiation process started with the third (2005, Bangkok, Thailand) and fourth (2006,
Granada, Spain) meetings of the AHWG, where compilations of a draft text were produced as a basis
for future negotiations. At the following CBD COP 8 (2006, Curitiba, Brazil), the AHWG was instructed
to continue with the elaboration and negotiation of the international regime. Timothy Hodges from
Canada and Fernando Casas from Colombia were appointed as Co-Chairs of the AHWG, and a
group of technical experts was established to explore and elaborate on the idea of an internationally
recognized certificate of origin, certificate of source, or certificate of legal provenance. Furthermore, the
AHWG was asked to complete its work at the earliest possible time before COP 10.'® Setting a concrete
deadline for the finalization of the negotiation process was of strategic importance for several reasons:
first, it provided the AHWG with a final goal towards which it was working; second, it increased the
pressure on the Contracting Parties to move forward in their negotiations; and third, it was important as
the Strategic Plan for the Convention on Biological Diversity (Strategic Plan 2002-2010) was expiring
at this point in time.

17 Ibid., Annex.
18 See CBD COP 8 decision VIll/4, Access and benefit-sharing, A.
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At its fifth (2007, Montreal) and sixth (2008, Geneva, Switzerland) meetings, the AHWG focused on the
main components of the international regime on ABS. During the Geneva meeting, a contact group
was formed and made progress, thanks to a procedure that separated what delegates agreed should
form part of the regime (so-called bricks) and elements that were still pending agreement (so-called
bullets). This method helped reassure many delegates that their views were being taken into account,
helped to build trust, and allowed the group to move forward with its overall mandate. While key
issues like the nature of the regime and its scope were still pending agreement, the sixth meeting of
the AHWG was considered an important step forward in the process. The result was a draft decision
for CBD COP 9 and a short and concise working document on the international regime. The working
document consisted of a compilation of proposals concerning the objective, scope, and nature of the
regime, as well as lists of components on the issues of fair and equitable benefit-sharing, access to
genetic resources, compliance, traditional knowledge associated with genetic resources, and capacity-
building. The components under each item were subsequently split into two further categories: those
“to be further elaborated with the aim of incorporating them in the international regime” (the bricks,
agreed in principle) and those calling “for further consideration” (the bullets, disagreed about or in need
of further clarification).'®

CBD COP 9 (2008, Bonn) instructed the AHWG “to finalize the international regime and to submit
for consideration and adoption by the Conference of the Parties at its tenth meeting an instrument/
instruments to effectively implement the provisions in Article 15 and Article 8(j) of the Convention and
its three objectives”.?’ Furthermore, the so-called Bonn Mandate was adopted, a roadmap from COP
9 to COP 10 that provided for:

= three meetings of the AHWG, preceded by regional and interregional meetings;

m clear instructions on the issues for which operational text was to be developed and negotiated
at each AHWG meeting; and

= the establishment of expert groups on a) compliance; b) concepts, terms, working definitions
and sectoral approaches; and c) traditional knowledge associated with genetic resources in
order to provide legal and technical advice.

According to Decision 1X/12, the seventh meeting of the AHWG (2009, Paris, France) was mandated
to negotiate operational text on objective, scope, compliance, fair and equitable benefit-sharing, and
access. At the end of the meeting, a highly bracketed text, the “Paris Annex”, was developed that
provided draft language on most items and set out Parties’ preferences and points of divergence. The
meeting was marked by disputes between several regional negotiating groups, which accused each
other of turning bullets into bricks. In the end, these discussions led the AHWG to abolish the bricks
and bullets approach.

The eighth meeting of the AHWG (2009, Montreal) addressed the issues of traditional knowledge
associated with genetic resources, capacity-building, compliance, fair and equitable benefit-sharing,
and access to genetic resources. It was held back-to-back with the sixth meeting of the Working Group
on Article 8(j), which adopted and transmitted recommendations on the international regime on ABS.
At the end of the eighth meeting of the AHWG, an important step forward in the negotiation process
was made with the adoption of the “Montreal Annex”. This annex included the first-ever complete draft
of the international regime incorporating operational text on all elements. Furthermore, it included a
second annex containing open discussion points of the regime for the next AHWG meeting.

19 See Earth Negotiations Bulletin, summary report of AHWG 6, at www.iisd.ca/download/pdf/enb09416e.pdf.
20 See CBD COP 9 decision IX/12, Access and benefit-sharing, 3.
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Despite the considerable progress made, the Montreal Annex was still heavily bracketed. With less than
a year left until CBD COP 10, pressure on the negotiating partners increased. In order to accelerate
the negotiation process before the next AHWG meeting, it was decided to convene two informal
intersessional meetings: the meeting of the ABS Friends of the Co-Chairs in Montreal in January
2010 and the ABS Co-Chairs Informal Inter-regional Consultation (CIIC) in Cali, Colombia, in March
2010. In addition, regional consultations for Asia, Latin America and Caribbean Countries, Central and
Eastern European Countries, the Pacific, and Africa took place in collaboration with the United Nations
Environment Programme and the CBD Secretariat.

The ninth meeting of the AHWG started in Cali immediately after the CIIC. For the first time in the
process, a draft protocol was tabled by the Co-Chairs and adopted by the AHWG as a basis for
further negotiations. With only seven months left until CBD COP 10, this was necessary for procedural
reason. According to Article 28(3) of the CBD, any proposed protocol to the Convention has to be
communicated to the Contracting Parties by the Secretariat at least six months before a meeting of the
Conference of the Parties.

The adoption of this draft text as the future basis for negotiations marked the next critical step on the
road to Nagoya, in that an implicit decision was made regarding the form of the international agreement:
a protocol under the CBD. Furthermore, the Co-Chairs took the strategic decision to establish an
Interregional Negotiating Group (ING), which worked in a roundtable format and consisted of a small
number of negotiators and observers: five representatives for each UN region; two representatives
each for ILCs, civil society, industry, and public research; and representatives of the current (German)
and upcoming (Japanese) COP Presidencies. In format and function, this approach was described as
a “modified Vienna setting”.2! At the end of the Cali meeting, further progress was made on benefit-
sharing from derivatives as well as on the establishment of an internationally recognized certificate of
compliance. However, as the text-based negotiations were not yet finalized, it was decided to suspend
the ninth meeting of the AHWG and resume the meeting in July in Montreal.

At the resumed meeting, negotiations continued in the ING format. The outcome of multiple day and
night sessions of discussion and negotiation was a further advanced draft protocol with a common
understanding on important issues related to compliance, access, and benefit-sharing including
derivatives, as well as on the relationship with other international instruments. Still, additional
consultations were needed for the development of a draft protocol to be presented at COP 10. This
led the AHWG to reconvene the ING in September in Montreal and in October in Nagoya. Two days
before the opening of COP 10, the resumed meeting of the ninth meeting of the AHWG adopted a draft
protocol that was not yet finalized but was ready to be transmitted to the COP for its consideration.

Negotiations continued throughout the full two weeks of CBD COP 10 in Nagoya. In order to facilitate
the ABS negotiations, an Open-ended Informal Consultative Group on ABS (ICG) was established in
the first plenary session of COP 10. The ICG was chaired by the Co-Chairs of the AHWG and tasked
to finalize the protocol text. Key issues that required compromise included utilization and derivatives,
scope, access to genetic resources in emergency situations, relationship with other international
instruments, checkpoints, and mandatory disclosure requirements, but also traditional knowledge-
related issues. When it became clear that the ICG would fail to agree on a final text, a compromise
text was tabled by the Japanese COP Presidency as a basis for Ministerial informal consultations.
This “closed doors approach” stood in contrast to the “ownership-based approach” that was taken

21 The term “Vienna setting” goes back to the negotiations of the Cartagena Protocol on Biosafety under the
CBD. Here it was introduced to describe the arrangement of a hexagonal negotiating table, seating the Chair
and representatives of the five negotiating groups, with other delegations seated behind.
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throughout the negotiation process. However, it proved to be successful in the end, so that the Nagoya
Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from
their Utilization to the Convention on Biological Diversity was adopted by COP 10 Decision X/1 on 29
October 2010.

As the Nagoya Protocol was part of a package deal comprising the Strategic Plan for Biodiversity
2011-2020, including the Aichi Targets?? and the Strategy for Resource Mobilization,?® its final adoption
was not only an important achievement to facilitate the future implementation of ABS but also a
necessary step to safeguard CBD COP 10 and the CBD process in general from failing. Furthermore,
the agreement on the Nagoya Protocol sent an important signal to the international community. It
proved that despite ongoing failure in other political fora (such as the negotiation process under the
United Nations Framework Convention on Climate Change), international multilateralism could still
work.

Phase 4: The Way Forward

According to its Article 32, the Nagoya Protocol was open for signature from 2 February 2011 to 1
February 2012, following which a State could become a Party through accession (Article 35(1) of the
CBD). Article 33(1) requires 50 instruments of ratification, acceptance, approval, or accession for the
Protocol’s entry into force. This occurs 90 days after the threshold is reached.

In order to prepare for its entry into force, CBD COP 10 established an Open-ended Ad Hoc
Intergovernmental Committee for the Nagoya Protocol on ABS (ICNP). The ICNP is in charge of the
preparations necessary for the first meeting of the Conference of the Parties serving as the meeting of
the Parties to the Protocol, at which time it will cease to exist.?* The ICNP’s work plan is set out in Annex
Il of the COP Decision adopting the Nagoya Protocol.?

The first meeting of the ICNP was to address the following issues:

= modalities of operation of the ABS Clearing-House (CH);

capacity-building in developing countries;

awareness raising; and

the compliance mechanism foreseen under Article 30 of the Nagoya Protocol.

The second meeting of the ICNP was mandated to address:
= programme budget for the biennium following the entry into force of the Protocol;
= guidance for the financial mechanism;
= guidance for resource mobilization for implementation of the Protocol;
m rules of procedure for the COP serving as the meeting of the Parties to the Protocol;

m draft provisional agenda for the first meeting of the COP serving as the meeting of the Parties
to the Protocol;

22 See CBD COP 10 Decision X/2, The Strategic Plan for Biodiversity 2011-2020 and the Aichi Biodiversity
Targets.

23 See CBD COP 9 Decision IX/11, Review of implementation of Articles 20 and 21, and CBD COP 10 Decision
X/3, Strategy for resource mobilization in support of the achievement of the Convention’s three objectives.

24  See CBD COP 10 Decision X/1, Access to Genetic Resources and the Fair and Equitable Sharing of Benefits
Arising from their Utilization, 7-8.

25 Ibid., Annex Il.
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= the need for and modalities of a global multilateral benefit-sharing mechanism; and

= continued consideration of items taken up at the first meeting of the ICNP, as needed, such as
the compliance mechanism under Article 30 of the Nagoya Protocol.

D. The Nagoya Protocol: An Overview

The Nagoya Protocol is a legally binding, supplementary agreement to the Convention. It aims to further
develop the legal ABS framework provided by the CBD. The development of protocols is explicitly
foreseen in Article 28 of the CBD. lts legal relationship with the CBD is regulated by Article 32 of the
CBD.

The Nagoya Protocol has 27 preambular clauses, 36 articles containing operative provisions, and
one annex containing a non-exhaustive list of monetary and non-monetary benefits. It establishes a
framework for regulating how users of genetic resources and/or traditional knowledge associated with
genetic resources (for example, researchers and commercial companies) may obtain access to such
resources and knowledge. It provides for general obligations on sharing the benefits arising from the
utilization of such resources and knowledge. And it obliges Parties to ensure that users under their
jurisdiction respect the domestic ABS legislation and regulatory requirements of the Parties where the
resources or knowledge have been acquired.

This section provides a brief overview of the most important provisions of the Nagoya Protocol. A more
detailed analysis is undertaken in the explanatory part of this guide, where each individual article is
addressed in depth.

Objective

The objective of the Nagoya Protocol is addressed in Article 1. The text of this provision draws from the
third objective of the CBD as stated in its own Article 1, and it refers to “the fair and equitable sharing
of the benefits arising from the utilization of genetic resources” as the main goal of the Protocol. Article
1 clarifies that such benefit-sharing includes appropriate access to genetic resources, appropriate
transfer of relevant technologies, and appropriate funding. Accordingly, benefit-sharing entails more
than sharing a certain percentage of the profits when a product is developed on the basis of a genetic
resource. Furthermore, it is re-stated that when sharing benefits, the rights over the accessed resources
and to the transferred technologies have to be taken into account. Finally, it is highlighted that the
Nagoya Protocol aims at contributing to the conservation of biodiversity and the sustainable use of its
components, which connects ABS with the other two objectives of the CBD.

Scope

The scope of the Nagoya Protocol was one of the most controversial issues in the negotiation process.
The definition of the substantive, temporal, and geographical scope was perceived as critical to
determine applicability and contribute to legal certainty.

The scope of the Nagoya Protocol is addressed in Article 3 and deals with genetic resources for
utilization within the definition of Article 2. Article 3 provides neither a positive list of what is included
nor a negative list of what is excluded, as was originally proposed during the negotiation process. As
no agreement could be achieved on the final content of these lists, their drafts were not included at
the end of the negotiations and were replaced by a general provision that refers to “genetic resources
within the scope of Article 15 of the Convention” and to “traditional knowledge associated with genetic
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resources within the scope of the Convention”. As these references do not provide a direct answer to
the different scope-related questions, Article 3 has to be read and interpreted in combination with all
other provisions of the Nagoya Protocol, and in particular with:

= Article 2: This is of specific importance for the inclusion or exclusion of so-called derivatives in
the Protocol. Apart from incorporating the definitions provided under Article 2 of the CBD (such
as the terms “genetic resources” or “genetic material”), Article 2 defines the terms “utilization of
genetic resources” and “biotechnology” as well as “derivatives”. It is important to note that the
term derivative is not used outside of Article 2(d) and (e) of the Nagoya Protocol; that is to say, it
does not appear in the operative text of the Protocol. However, it is linked to the term utilization,
which is used directly (verbatim) or indirectly (adjusted depending on the context in which it
appears) in many provisions of the Protocol.

= Article 4: The relationship between the Nagoya Protocol and other ABS-related international
instruments and processes (see Section E) was another highly contested issue during the
negotiation process. This clause clarifies that the Protocol’s provisions shall not affect rights
and obligations from existing international agreements; that Parties may develop and implement
other specialized ABS agreements in the future; that such specialized ABS agreements prevail
if they are in line with the objective of the Nagoya Protocol; and that due regard should be paid
to ongoing international processes. For example, ABS in relation to genetic resources for food
and agriculture is regulated by the International Treaty on Plant Genetic Resources for Food and
Agriculture, which qualifies as a specialized instrument under Article 4.

= Article 10: This creates the legal basis for consideration of a future global multilateral benefit-
sharing mechanism. Article 10 was constructed as a “catch-all” provision addressing situations
where ABS requirements cannot be met through a bilateral approach. It distinguishes between
three situations: where genetic resources are located across national boundaries; where it is
not possible to grant PIC for genetic resources; and where it is not possible to obtain PIC. It is
important to understand that although Article 10 helped at the final stage of negotiations to defer
the definition of fundamental yet controversial topics such as the temporal and geographical
scope of the Nagoya Protocol, it provides only an enabling clause, which means the Parties still
have to decide upon the actual need for and the modalities of such a mechanism.

Finally, it is important to note that even though the Nagoya Protocol does not apply to pre-Protocol
accessions, the ABS regime of the CBD still applies to materials accessed after entry into force of the
CBD.

Access

The issue of access to genetic resources and/or traditional knowledge associated with genetic resources
forms a core part of the ABS concept. It is addressed in different parts of the Nagoya Protocol.

Article 6(1) reiterates the sovereign rights of States over their natural resources. It clarifies once more
that access to genetic resources is subject to PIC granted by the provider country, unless otherwise
determined. Article 6(2) regulates access to genetic resources. However, this provision refers to
situations where ILCs have established rights over genetic resources. In this particular case, States are
required to take measures, in accordance with domestic law and as appropriate, to ensure that PIC or
the approval and involvement of ILCs is obtained. Article 6(3) aims at creating more legal certainty by
introducing a number of measures that must be taken by all Parties requiring PIC at the domestic level:

m provision for legal certainty, clarity, and transparency of their ABS legislation or regulatory
requirements;
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provision for fair and non-arbitrary access rules and procedures;
provision of information on PIC applications;
provision for written and cost-effective PIC decisions within a reasonable period of time;

issuance of a permit or equivalent as evidence of PIC and MAT and notification of the ABS
Clearing-House;

establishment of criteria and/or processes for obtaining PIC or approval and involvement of
ILCs; and

establishment of clear rules and procedures for establishing MAT.

In contrast to Article 6, Article 7 regulates access to traditional knowledge associated with genetic
resources. Accordingly, States shall take measures, in accordance with their domestic law and as
appropriate, aiming to ensure that such traditional knowledge held by ILCs is accessed either with their
PIC or with their approval and involvement. Furthermore, Article 7 clarifies that in such cases MAT have
to be established with the ILCs. Article 7 aims at contributing to the implementation of Article 8(j) of the
CBD. At the same time, its obligations go beyond those already included there.

Article 8 requires special considerations in national ABS regimes to:

promote and encourage scientific research that contributes to the conservation and sustainable
use of biological diversity;

pay due regard to cases of present or imminent emergencies that threaten or damage human,
animal, or plant health; and

consider the importance of genetic resources for food and agriculture and their special role for
food security.

The implementation of these access provisions is supported by Articles 13 and 14, which provide for
the necessary institutional frameworks at the national and international level. Article 13 requires the
designation of a national focal point and/or one or more competent national authorities that shall:

inform about national access requirements;
grant PIC; and
enter into MAT.

Article 14 plays an equally important role as it establishes an ABS Clearing-House as part of the
clearing-house mechanism under Article 18(3) of the CBD.?® The ABS CH shall serve as a means for
sharing ABS information that is relevant for implementation of the Protocol and made available by each
Party. Furthermore, it will improve the connection between providers and users of genetic resources.
According to Article 14(2), each Party has the obligation to submit the following information to the ABS

legislative, administrative, and policy measures on ABS;
national focal point and competent national authorities; and

permits or their equivalent as evidence for PIC and MAT.

Article 14(3) provides a list of additional information that may be submitted by the Parties, if available
and as appropriate:

m relevant competent authorities of ILCs;

26 Previous experience of a clearing-house mechanism under the CBD already exists through the Biosafety

Clearing-House established under the Cartagena Protocol on Biosafety.
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m model contractual clauses;
m methods and tools developed to monitor genetic resources; and

m codes of conduct and best practices.

It is important to note that the ABS CH does not only play a critical role in the context of access
to genetic resources, but it intends also to facilitate compliance with the ABS regimes of provider
countries (see below).

Fair and Equitable Sharing of Benefits

Like the issue of access, fair and equitable benefit-sharing is also addressed in different parts of the
Nagoya Protocol. While Article 5 is the main benefit-sharing provision, Articles 9, 10, 19, 20, and 23 and
the Annex address particular aspects in this context.

Article 5(1) picks up on the fundamental notions already included in Article 15(3) and 15(7) of the CBD.
It clarifies that:

m benefits to be shared shall include those arising from the utilization of genetic resources but also
those arising from subsequent applications and commercialization;

m benefits shall be shared only with the Party providing such resources, which is “defined” as
the country of origin of such resources or a Party that has acquired the genetic resources in
accordance with the CBD; and

m specific benefit-sharing arrangements will be established through MAT between the provider
and the user of genetic resources, thus on a contract basis.

Article 5(1) has to be read with Article 5(3), which includes the actual obligation for Parties to take
measures, as appropriate, to implement paragraph 1. Article 5(2) again addresses the specific case
where ILCs have established rights over genetic resources in accordance with domestic legislation,
and it requires Parties to take measures, as appropriate, aiming to ensure that benefits are shared
with the ILCs concerned, based on MAT. Article 5(4) repeats that benefits may be monetary as well
as non-monetary and refers to the Annex, which includes an indicative and non-exhaustive list of
potential monetary and non-monetary benefits to be shared. The concrete benefits (possibly a mix of
non-monetary and monetary) will need to be identified by providers and users in MAT, as they are likely
to vary between different types of uses and different sectors. The examples provided in the Annex are
taken verbatim from Appendix Il of the Bonn Guidelines. Finally, Article 5(5) addresses benefit-sharing
in relation to traditional knowledge associated with genetic resources. Accordingly, Parties are required
to take measures, as appropriate, so that the benefits arising from the utilization of such traditional
knowledge are shared fairly and equitably with the ILCs holding the knowledge. Such benefit-sharing
shall be upon MAT.

Article 9 suggests the direction in which shared benefits should flow. Parties are obliged to encourage
their providers and users to direct the benefits arising from the utilization of genetic resources towards
the conservation and sustainable use of biological diversity. This provision reaffirms the linkages
between benefit-sharing and the other two objectives of the CBD (conservation and sustainable use).

As mentioned earlier, Article 10 provides the legal basis for consideration of a potential global
multilateral benefit-sharing mechanism that could be established in the future in order to address the
fair and equitable benefit-sharing in specific cases where bilateral ABS on the basis of PIC and MAT is
problematic. While providing only a procedural obligation on the Parties to “consider the need for and

28



Introduction

modalities of” such a mechanism, Article 10 clarifies that, if established, it shall direct the benefits in a
way that supports the conservation and sustainable use of biological diversity globally.

Articles 19 and 20 include obligations for Parties to encourage the development, update, and use of
sectoral and cross-sectoral model contractual clauses for MAT, as well as voluntary codes of conduct,
guidelines, and best practices and/or standards in relation to ABS. If properly implemented by the
Parties, these instruments will create a supportive environment for providers and users to successfully
negotiate, develop, and execute fair and equitable benefit-sharing agreements.

Finally, Article 23 focuses on two specific types of non-monetary benefit-sharing: collaboration and
co-operation in technical and scientific research and development programmes, as well as access
to and transfer of technology. While there is a clear obligation to collaborate and co-operate in such
research programmes (Article 23, sentence 1), the provision includes only a general commitment, not
an obligation, regarding the promotion and encouragement of access to technology by developing
country Parties and the transfer of technology to them (Article 23, sentence 2).

Compliance

It is fair to say that the compliance regime of the Nagoya Protocol builds the necessary backbone of the
instrument. Its aim is to prevent and react to future cases of misappropriation of genetic resources or
traditional knowledge associated with genetic resources (Articles 15-17), and to ensure the enforcement
of benefit-sharing agreements (Article 18).

Article 15 refers to compliance of users of genetic resources with domestic ABS legislation or regulatory
requirements of provider countries:

= According to Article 15(1), all Parties to the Nagoya Protocol are obliged to take measures to
provide that genetic resources utilized within their jurisdiction have been accessed in accordance
with PIC and that MAT have been established, if such PIC and MAT are required by the domestic
ABS legislation or regulatory requirements of the other Party. This provision therefore aims
to “defend” the integrity of the PIC and MAT requirements of the provider country (if such
requirements exist at the domestic level). In other words, it aims to “promote” compliance by
individual users of genetic resources (whether they are natural or legal persons) with domestic
ABS legal frameworks of provider countries.

= According to Article 15(2), all Parties of the Nagoya Protocol are obliged to take measures to
address situations of non-compliance with the measures taken under Article 15(1). Article 15(2)
thus refers to non-compliance with user country measures under Article 15(1), while Article 15(1)
refers to compliance with provider country measures. This is an important distinction that may
not be apparent in the first instance.

= Article 15(3) obliges all Parties to the Protocol to co-operate in cases of alleged violation of
domestic ABS legislation or regulatory requirements of the provider country, which will be
important for their detection.

Article 16 “mirrors” the obligations of Parties under Article 15 but with a specific focus on traditional
knowledge associated with genetic resources:

= According to Article 16(1), all Parties to the Nagoya Protocol are obliged to take measures
to provide that traditional knowledge associated with genetic resources utilized within their
jurisdiction has been accessed in accordance with PIC or approval and involvement of ILCs
and that MAT have been established, as required by the domestic ABS legislation or regulatory
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requirements of the Party where such ILCs are located. This provision thus aims to “promote”
compliance by individual users of traditional knowledge associated with genetic resources
(natural or legal persons) with domestic ABS legal frameworks related to traditional knowledge
that exist in the country where such ILCs are located.

m Thus, Article 16(1) refers to compliance with provider country measures related to traditional
knowledge associated with genetic resources; Article 16(2) refers to non-compliance with user
country measures under Article 16(1); and Article 16(3) obliges all Parties to the Protocol to
co-operate in cases of alleged violation of domestic ABS legislation or regulatory requirements
related to traditional knowledge of the provider country.

Itisimportant to note that Articles 15 and 16 provide user countries with flexibility in theirimplementation.
They both give the discretion to choose between legislative, administrative, or policy measures.
Furthermore, they require Parties only to take those measures that are appropriate and proportionate.
However, a certain “performance requirement” is also established, as the measures finally taken have
to be effective.

Article 17 will support the implementation of Article 15, but it does not relate to Article 16. Article
17(1) establishes an obligation for all Parties to the Protocol to monitor and enhance transparency
surrounding the utilization of genetic resources. Mandatory measures include:

= designating one or more checkpoints (Article 17(1)(a));

m encouraging users and providers of genetic resources to agree on MAT clauses that require
information sharing and reporting on the implementation of MAT (Article 17(1)(b)); and

m using cost-effective communication tools and systems (Article 17(1)(c)).

Article 17(1)(a) further explains that:

= the role of a checkpoint is to collect or receive information related to PIC, the source of the
genetic resources, the establishment of MAT, and the utilization of genetic resources (active
collection);

m each Party shall require users of genetic resources to provide such information at a checkpoint
(passive collection);

= such information will be provided to relevant national authorities, to the Party providing PIC, and
to the ABS CH (information sharing); and

= checkpoints must be effective in view of the whole chain of utilization.

In contrast to Article 17(1), Article 17(2)—(4) does not contain any obligations but focuses on:

= defining the internationally recognized certificate of compliance that is published through the
ABS CH,;

= explaining its function — namely, to provide evidence that a particular genetic resource covered
by the certificate has been accessed in accordance with PIC requirements of the provider
country and that MAT have been established; and

m clarifying the minimum information that has to be contained in such a certificate.

Article 18 refers to a different issue of compliance than Articles 15-17. lts objective is specifically to
promote the enforcement of MAT between individual users and providers of genetic resources and/or
traditional knowledge associated with genetic resources. In other words, it aims to support compliance
with contractual obligations but not with domestic ABS legislation or regulatory requirements. As a
consequence, Article 18 obliges each Party to:
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m encourage providers and users of genetic resources and/or traditional knowledge associated
with genetic resources to address issues of dispute resolution in their MAT (Article 18(1));

= provide an opportunity to seek recourse under its legal system in cases of disputes over MAT
(Article 18(2)); and

m take effective measures, as appropriate, regarding access to justice and the utilization of
mechanisms that mutually recognize and enforce foreign judgements and arbitral awards
(Article 18(3)).

Traditional Knowledge

Being a cross-cutting issue, traditional knowledge associated with genetic resources is addressed
within several articles of the Nagoya Protocol as an integral part (such as in Articles 5(5), 10, 11(2),
and 18(1)). However, due to its importance, traditional knowledge is also addressed in stand-alone
provisions, such as Articles 7 and 16 (see above) and Article 12. Article 12 includes a number of
obligations for Parties when implementing the Protocol, namely the duty:

= to take into consideration, in accordance with domestic law, ILC’s customary laws, community
protocols and procedures, as applicable, with respect to traditional knowledge associated with
genetic resources;

m to establish mechanisms to inform potential users of traditional knowledge associated with
genetic resources about their obligations;

= to support the development by ILCs of traditional knowledge-related community protocols,
minimum requirements, and model contractual clauses; and

m not to restrict, as far as possible, customary use and exchange of genetic resources and
traditional knowledge associated with genetic resources, which is in accordance with the
objectives of the CBD, within and amongst ILCs.

Tools and Mechanisms to Support Implementation

In order to effectively implement the Nagoya Protocol at the national level, a variety of tools are
established. The role and functions of ABS national focal points and competent national authorities,
as well as the importance of the ABS CH, have already been explained. Further tools and mechanisms
include:

= model contractual clauses (Article 19);

codes of conduct, guidelines, and best practices and/or standards (Article 20);?’

awareness-raising (Article 21);

capacity-building (Article 22); and

financial resources and a financial mechanism, which is provided through the Global Environment
Facility (Article 25).

27 Examples of existing tools can be found at CBD, Existing instruments, guidelines, codes of conduct and tools
addressing ABS, at www.cbd.int/abs/instruments/.

31



An Explanatory Guide to the Nagoya Protocol

Last but not least, Article 30 provides for the Conference of the Parties serving as the meeting of
the Parties to the Protocol at its first meeting to consider and approve cooperative procedures
and institutional mechanisms to promote compliance with the Protocol and address cases of non-
compliance. This provision addresses the need to develop a mechanism to promote compliance of
Parties with their international obligations under the Protocol. Article 30 is an “enabling provision”,
which means that it does not yet establish a compliance mechanism, but it provides a basis for its
future development and establishment by the Conference of the Parties serving as the meeting of the
Parties.

Box 2: Understanding the International Compliance Mechanism

Article 30 calls for an international compliance mechanism to promote compliance of individual
Parties with all their obligations under the Protocol, including but not limited to those obligations
stemming from Articles 15, 16, 17, and 18. This compliance mechanism may identify instances
where Parties have not complied with their different obligations under the Protocol and may foresee
consequences (which depend upon the type of compliance mechanism finally created). Furthermore,
the compliance mechanism will supplement the review of the collective implementation of the
Protocol by its Parties, which is to be carried out by the Conference of the Parties serving as the
meeting of the Parties according to Articles 26(4), 29, and 31.

The objective of the compliance mechanism to be adopted under Article 30 is therefore to provide
procedures and an institutional framework to address questions, whether or not individual Parties
have taken sufficient measures to implement their treaty obligations under the Nagoya Protocol. It
is not the objective of this provision to address situations of non-compliance of individual users of
genetic resources and/or traditional knowledge associated with genetic resources with domestic
legal frameworks related to ABS. In other words, the compliance mechanism under Article 30 has
to be distinguished from those procedures and institutional measures that Contracting Parties will
take in order to implement Articles 15, 16, 17, and 18 of the Protocol, thus to address (or detect)
situations of misappropriation or misuse or of non-compliance with provider country measures or
to deal with disputes arising from MAT (enforcement of MAT).

Article 30 specifies that the procedures and mechanisms to promote compliance with the Protocol
include provisions of advice and assistance and shall be separate from the dispute settlement
mechanism established under Article 27 of the CBD.

Institutional Arrangements

Finally, the Protocol includes the following institutional arrangements:

= Article 26 foresees that the Conference of the Parties to the CBD serves as the meeting of the
Parties to the Nagoya Protocol.

= Article 28 explains that the CBD Secretariat will serve as the Secretariat of the Protocol.
= Article 29 provides for monitoring and reporting provisions.

= Article 31 states that an evaluation of the effectiveness of the Protocol shall be undertaken four
years after its entry into force.
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= Article 33 regulates the entry into force of the Protocol, requiring 50 instruments of ratification,
acceptance, approval, or accession by States or regional economic integration organizations
that are Parties to the CBD.

E. Relationship with Other International Instruments and Processes

As explained in Section C, a contentious issue in the negotiation process was the scope of the
international regime on ABS/Nagoya Protocol (see the explanation of Article 3 later in this Guide) and
its relationship with other ABS-related international instruments and processes (see the explanation
of Article 4). In this section, important ABS-related international instruments and processes are briefly
presented in order to explain how they coexist with and relate to the Nagoya Protocol and what this
means for the Protocol’s application.

ABS-related International Instruments
International Treaty on Plant Genetic Resources for Food and Agriculture

The International Treaty on Plant Genetic Resources for Food and Agriculture (ITPGRFA) was adopted
in 2001 and entered into force in 2004. According to its Article 1, the objectives of the ITPGRFA are
“the conservation and sustainable use of plant genetic resources for food and agriculture and the fair
and equitable sharing of the benefits arising out of their use, in harmony with the CBD, for sustainable
agriculture and food security”. Contrary to the Nagoya Protocol, which relates to genetic resources in
general, the ITPGRFA only focuses on plant genetic resources for food and agriculture (PGRFA) (Article
3 of the ITPGRFA).

Most important from the ABS perspective, the ITPGRFA established a Multilateral System for Access
and Benefit-sharing under Article 10(2) of the ITPGRFA. This system shall facilitate access to genetic
resources of 35 major food crops and 29 forage genera that are listed in Annex | to the ITPGRFA and
will ensure the fair and equitable sharing of the benefits arising from the utilization of these resources,
in accordance with multilaterally agreed terms and conditions.

Box 3: Interdependence and Food Security

Plant genetic resources are the foundation for modern agriculture, which depends to a large extent
on the continued improvement of plant crops. All regions and countries are dependent, to a greater
or lesser degree, on PGRFA from other regions or countries — that is, countries are interdependent
insofar as PGRFA are concerned. Therefore, continued access to a wide range of plant genetic
resources in other regions is essential not only for crop improvement and modern agriculture but
also for achieving food security.

The list of crops set out in Annex | to the ITPGRFA, which are included in the Multilateral System of
ABS, has been established in accordance with the criteria of food security and interdependence.
The crops listed contribute some 80 % of the world’s total energy food supply.

Source: G. Moore and W. Tymowski, Explanatory Guide to the International Treaty on Plant Genetic Resources
for Food and Agriculture (Gland and Cambridge: IUCN, 2005), p. 5.
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Scope of the Multilateral System

All the PGRFA of the crops listed in Annex | are not automatically included in the Multilateral System.
Only the crops for which PGRFA are under the management and control of the Contracting Parties
and are in the public domain are automatically included within the Multilateral System (Article 11(2)
of the ITPGRFA). All other holders of PGRFA are encouraged to include them into the system, and
Contracting Parties shall take appropriate measures to encourage those inclusions (Article 11(2) and
(8) of the ITPGRFA). Furthermore, the Multilateral System includes PGRFA listed in Annex | and held in
the ex-situ collections of the International Agricultural Research Centres of the Consultative Group on
International Agricultural Research (Article 11(5) of the ITPGRFA).

Facilitated access

Contracting Parties agreed to facilitate access to the PGRFA included in the Multilateral System for
other Contracting Parties and for legal and natural persons under their jurisdiction, according to the
conditions set out in Article 12 of the ITPGRFA. In particular, Article 12 provides that:

= such facilitated access will only be provided for the purpose of utilisation and conservation for
research, breeding, and training for food and agriculture and not for chemical, pharmaceutical,
and other industrial uses beyond food and animal feed (Article 12(3)(a) of the ITPGRFA) — access
for other purposes is therefore not covered by the Multilateral System;

m facilitated access shall be pursuant to a standard material transfer agreement (SMTA) that has
been developed by the Governing Body (Article 12(4) of the ITPGRFA);? and

= recipients of material are required not to claim intellectual property or other rights that limit
facilitated access to PGRFA, or to their genetic parts or components, in the form received from
the Multilateral System (Article 12(3)(d) of the ITPGRFA).

It is important to note that by being a Contracting Party to the ITPGRFA, a country is effectively agreeing
that access to the specific PGRFA does not require Contracting Parties to grant PIC or to negotiate
bilaterally MAT for each transaction (Moore and Tymowski, 2005, p. 28). In legal terms, however, it
could be said that PIC has already been granted through Article 11 of the ITPGRFA and that MAT have
been pre-negotiated and agreed multilaterally by the Contracting Parties, as contained in the SMTA,
which a recipient must accept in order to obtain PGRFA from the Multilateral System.

Furthermore, it needs to be recognized that for PGRFA outside of the limited scope of the Multilateral
System, Contracting Parties may nevertheless decide to provide facilitated access as foreseen under
Article 12(3) and (4) of the ITPGRFA (Moore and Tymowski, 2005, p. 89).

Benefit-sharing

Article 13 of the ITPGRFA sets out the agreed terms for benefit-sharing within the Multilateral System.
According to Article 13(1), the Contracting Parties recognize that facilitated access to PGRFA itself
constitutes already a major benefit. Furthermore, any benefits arising from the utilization of these
resources shall be shared fairly and equitably through a range of mechanisms described in Article 13(2):

= exchange of information;
m access to and transfer of technology;
= capacity-building; and

= sharing of monetary and other benefits of commercialization.

28 The SMTA can be downloaded at ftp://ftp.fao.org/ag/agp/planttreaty/agreements/smta/SMTAe.pdf.
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An important innovation of the ITPGRFA in the area of benefit-sharing can be found in Article 13(2)
(d)(ii). A provision is included in the SMTA that requires recipients who commercialize products that are
PGRFA and that incorporate materials accessed from the Multilateral System to pay an equitable share
of the benefits arising from the commercialization of the product into an international fund established
by the Governing Body. Such payment is mandatory where restrictions are placed on the availability
of the product for further research and breeding. Where no such restrictions are in place, the recipient
is not under any obligation to make a payment but is encouraged to do so voluntarily. The benefits
arising from the use of PGRFA shall flow directly or indirectly to farmers in all countries who conserve
and utilize PGRFA, especially those in developing countries and countries with economies in transition
(Article 13(3) of the ITPGRFA) (Moore and Tymowski, 2005, p. 16).

Arguably, the ITPGRFA provides for a specialized international ABS instrument in the sense of Article
4(4) of the Nagoya Protocol and thus prevails over the ABS provisions under the Protocol. Also, the
possible expansion of Annex | of the ITPGRFA may qualify as relevant ongoing work or practices under
other international instruments, in terms of Article 4(3) of the Nagoya Protocol. This understanding is
supported by different provisions in the Preamble of the Nagoya Protocol that specifically recognize
and recall the importance of the ITPGRFA and its Multilateral System.

International Convention for the Protection of New Varieties of Plants

The International Convention for the Protection of New Varieties of Plants, adopted in Paris in 1961
(entry into force in 1968),% established the International Union for the Protection of New Varieties of
Plants (UPOV). The mission of the UPQV is “to provide and promote an effective system of plant variety
protection, with the aim of encouraging the development of new varieties of plants, for the benefit of
society”.

Farmers have practiced seed selection and plant breeding since the beginning of agriculture. The UPOV
Convention acknowledges the achievements of breeders of new varieties of plants by providing a sui
generis form of intellectual property protection that has been specifically adapted for the process of
plant breeding and has been developed with the aim of encouraging breeders to develop new varieties
of plants. It offers protection to the breeder, in the form of a “breeder’s right”, if the plant variety meets
the following requirements:

m distinct from existing, commonly known varieties;
m sufficiently uniform;
= stable; and

= new in the sense that they must not have been commercialized prior to certain dates established
by reference to the date of the application for protection.3°

According to Article 15(1) of the UPOV Convention, three compulsory exceptions limit the breeder’s
right that shall not extend to acts done:

= privately and for non-commercial purposes (exemption for subsistence farmers);
m for experimental purposes (the so-called research exemption); or

m for the purpose of breeding other varieties (the so-called breeder’s exemption).

29 Since its adoption, the International Convention for the Protection of New Varieties of Plants was revised in
1972, 1978, and 1991.

30 UPQV Introduction, at www.upov.int/en/about/introduction.htm.
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Furthermore, Article 15(2) contains an optional exception for farm-saved seed, the “farmer’s privilege”,
such that “each Contracting Party may, within reasonable limits and subject to safeguarding of the
legitimate interest of the breeder, restrict the breeder’s rights in relation to any variety in order to permit
farmers to use for propagating purposes, on their own holdings, the product of the harvest which they
have obtained by planting, on their own holdings, the protected variety”.

UPQV considers the system of breeder’s rights and exceptions as a specialized form of ABS. This
reflects the view of UPQOV that plant breeding is a fundamental aspect of the sustainable use and
development of genetic resources and that the worldwide community of breeders needs access to all
forms of breeding material to sustain the greatest progress in plant breeding and to maximize the use
of genetic resources for the benefit of society.®! It therefore provides for access to genetic resources as
a key requirement for sustainable and substantial progress in plant breeding, and it includes benefit-
sharing principles in the form of breeder’s exemptions and other exceptions to the breeder’s right.

United Nations Convention on the Law of the Sea

The United Nations Convention on the Law of the Sea (UNCLOS) was adopted in 1982 and entered
into force in 1994. UNCLOS is perceived as the cornerstone of the currently existing international legal
framework governing the oceans and seas. It “sets out the legal frameworks within which all activities
in the oceans and seas must be carried out and is of strategic importance as the basis for national,
regional and global action and cooperation in the marine sector.”??

UNCLOS foresees different maritime zones within which coastal States can exercise different rights
and are expected to fulfil certain obligations:

m In its internal waters and the territorial sea, the coastal State exercises sovereignty over the
living and non-living natural resources found in the water column, the seabed, and the subsoil
thereof.

= Inits contiguous zone, the exclusive economic zone, as well as on the continental shelf up to 200
nautical miles from the baseline, the coastal State enjoys sovereign rights over the exploitation,
conservation, and management of living and non-living natural resources found in the water
column, the seabed, and the subsoil thereof and exercises jurisdiction over marine scientific
research and for the protection of the marine environment.

= On its extended continental shelf (not exceeding 350 nautical miles from the baseline or 100
nautical miles from the 2.500 metre isobaths), the coastal State enjoys sovereign rights over non-
living natural resources found in the seabed and the subsoil thereof, as well as over sedentary
species — that is, organisms that “either are immobile on or under the seabed or are unable to
move except in constant physical contact with the seabed or the subsoil”.

ABS for marine genetic resources found in these geographic areas is subject to national legislation and
thus falls under the scope of the Nagoya Protocol. In contrast, marine genetic resources found in areas
beyond national jurisdiction (ABNJ) — that is to say, the high seas and the so-called Area (that is the
deep seabed) — are outside of the scope of the Nagoya Protocol.

31 UPOV. Access to Genetic Resources and Benefit-sharing — Reply of UPQOV to the Notification of June 26,
2003, from the Executive Secretary of the Convention on Biological Diversity (CBD) (Council of UPQV, 37th
ordinary session, 2003), p. 2, at www.upov.int/news/en/2003/pdf/cbd_response_oct232003.pdf.

32 UN doc A/RES/65/37, of 7 December 2010, Preambular para 4, at
www.un.org/Depts/los/general_assembly/general_assembly_resolutions.htm#2010.
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Figure 3: Overview of Different Maritime Zones According to UNCLOS

\ Contiguous \
Territorial Sea : Zone .
Baseline E Limited enforcement E
12M zone 24M
Exclusive Economic Zone

200M
0

Territorial

The High Seas

1 nautical mile (M) = 1852m

Sovereign rights for exploring, exploiting, conserving and - 5
managing living and non-living resources of the

'
H
'
'
. water column and underlying continental shelf

Sovereignty extends to H
the air space, water
column, seabed and
subsoil allowing for |

the right of innocent |

Water column beyond national jurisdiction

/

To a maximum of 350M from the TSB or
100M beyond the 2,500m isobath,
whichever is the greatest

passage :
Continental:Shelf

»

The Area

'
Beyond 200M submissionV 0 Seabed and subsoil non-living resources
1 required to the Commission ; administered by the International Seabed Authority
1+ onthe Limits of Continental |

and exploiting non-living rescources of seabed
and subsoil, plus sedentary species

'
'

'

'

'

i To 200M inherent sovereign rights for exploring
'

:

'

0 0 Shelf to confirm rights
'

Scale of Rights :
Source: Arctic Council, Arctic Marine Shipping Assessment 2009 Report (Tromsg, Norway: 2009), p. 52,
available at www.pame.is/images/stories/PDF_Files/AMSA_2009_Report_2nd_print.pdf .

Sovereign rights to the water column
and continental shelf

Sovereign rights to

the continental shelf No national rights

It is important to note that ABS for marine genetic resources from ABNJ is not specifically addressed
by UNCLOS. In fact, the term “marine genetic resources” is neither utilized nor described in the treaty
text. Silence on this matter triggers the question as to whether a regulatory gap exists under UNCLOS
with regard to ABS for marine genetic resources in ABNJ. This point has led to disagreement between
States due to different interpretations of those UNCLOS provisions that could be interpreted to cover
the issue of marine genetic resources in ABNJ. Such provisions include mainly the ones related to
UNCLOS Part VIl on the high seas, UNCLOS Part XI on the Area, and UNCLOS Part XlIl on marine
scientific research.

However, the issue of ABS for marine genetic resources from ABNJ is being addressed by the United
Nations General Assembly (UNGA). Several resolutions on “Oceans and the law of the sea” call upon
States to further consider the relevant legal regime in ABNJ.3* In 2004, an Ad hoc Open-ended Informal
Working Group to study issues relating to the conservation and sustainable use of marine biological
diversity beyond areas of national jurisdiction (BBNJ) was established by the UNGA.** The BBNJ
process could lead to the development of an ABS regime for marine genetic resources in ABNJ. This
would be in line with decisions taken by the CBD COP, which repeatedly recognized that the law of the
sea (and UNCLOS,) provides a legal framework for regulating activities in marine ABNJ.* Furthermore,

33 For example, UNGA Resolution 65/37, UN doc A/RES/65/37, of 7 December 2010, at
www.un.org/Depts/los/general_assembly/general_assembly_resolutions.htm#2010.

34 UNGA Resolution 59/24, UN doc A/RES/59/24, of 17 November 2004, para 73, at
www.un.org/Depts/los/general_assembly/general_assembly_resolutions.htm#2010.

35 CBD COP 7 Decision VII/5, Marine and coastal biological diversity, 31; CBD COP 8 Decision VIII/21, Marine

and coastal biological diversity: conservation and sustainable use of deep seabed genetic resources beyond
the limits of national jurisdiction, 6; CBD COP 9 Decision IX/20 Marine and coastal biological diversity.
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the CBD COP invited the UNGA to further coordinate work relating to conservation and sustainable use
of genetic resources in ABNJ.%¢

Antarctic Treaty System

The Antarctic Treaty System (ATS), including the 1959 Antarctic Treaty (entry into force in 1961), the
1991 Protocol on Environmental Protection to the Antarctic Treaty (entry into force in 1998), and the
1980 Convention on the Conservation of Antarctic Marine Living Resources (entry into force in 1982),
is of further relevance for ABS related to marine and terrestrial genetic resources in “the area south of
60° South Latitude, including all ice shelves” (Article VI of the Antarctic Treaty). The genetic resources
found in this geographical area also fall outside of the scope of the Nagoya Protocol. As there is no
recognized sovereign State in the Antarctic Treaty area (Article IV of the Antarctic Treaty), its genetic
resources are found in areas beyond national jurisdiction. Nevertheless, the ATS establishes a distinct
international framework for governing activities in the Antarctic Treaty area for which sharing the
benefits of Antarctica is an important aim.

ABS-related International Processes
FAO Commission on Genetic Resources for Food and Agriculture

The Commission on Genetic Resources for Food and Agriculture of the Food and Agriculture
Organization of the United Nations (FAO Commission) was established in 1983 under Article VI(1) of
the FAO Constitution. Its original mandate to deal with issues related to plant genetic resources was
broadened in 1995 to cover all components of biodiversity relevant to food and agriculture.

The Commission has developed codes of conduct, in particular the Code of Conduct for Germplasm
Collecting and Transfer, and other non-legally binding policy instruments in the field of genetic resources
for food and agriculture. Apart from the ITPGRFA, which was negotiated under the Commission, it has
not developed any legally binding ABS instrument. However, part of the FAO Commission’s terms of
reference under its Multi-Year Programme of Work is “to keep under continuous review all matters
relating to the policy, programmes and activities of FAO in the area of genetic resources of relevance
to food and agriculture, including their conservation and sustainable use and the fair and equitable
sharing of benefits derived from their utilization.”®” Therefore, the FAO Commission may decide to
develop further legally binding ABS instruments for specific components of biodiversity for food and
agriculture in the future, such as animal genetic resources for food and agriculture, or others. Article
4(2) of the Nagoya Protocol allows the development of such specialized ABS agreements in the future
as long as they are supportive of and do not run counter to the objectives of the CBD and its Nagoya
Protocol.

36 CBD COP 7 Decision VII/5, Marine and coastal biological diversity, 55.

37 Secretariat of the Convention on Biological Diversity, Study on the Relationship between an International
Regime on Access and Benefit-sharing and Other International Instruments and Forums that Govern the Use
of Genetic Resources — The International Treaty on Plant Genetic Resources for Food and Agriculture and the
Commission on Genetic Resources for Food and Agriculture of the Food and Agriculture Organization of the
United Nations, UNEP/CBD/WG-ABS/7/INF/3/Part.1 (Montreal: Secretariat of the Convention on Biological
Diversity, 2009), at www.cbd.int/doc/meetings/abs/abswg-09/information/abswg-09-abswg-07-inf-03-

part1-en.pdf.
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Box 4: The International Code of Conduct for Plant Germplasm Collecting
and Transfer

The International Code of Conduct for Plant Germplasm Collecting and Transfer aims to:
m promote the rational collection and sustainable use of genetic resources;
m prevent genetic erosion; and

m protect the interests of both donors and collectors of germplasm.

Recognizing national sovereignty over plant genetic resources, this voluntary code sets out
standards and principles to request and/or to issue licences for collecting missions, provides
guidelines for collectors, and extends responsibilities and obligations to the sponsors of missions,
the curators of genebanks, and the users of genetic material. It calls for the participation of farmers
and local institutions in collecting missions and proposes that users of germplasm share the
benefits derived from the use of plant genetic resources with the host country and its farmers.

For the International Code of Conduct for Plant Germplasm Collecting and Transfer, see
http://www.fao.org/nr/cgrfa/cgrfa-global/cgrfa-codes/en/.

World Trade Organization

Established in 1995, the World Trade Organization (WTQO) is an international organization dealing with
the rules of trade amongst its Members States through the implementation of trade agreements. One of
the WTO agreements, the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS),
raises issues related to the CBD in general and to ABS in particular.

Adopted in 1994 (entry into force in 1995), TRIPS is one of the pillars of the WTO that introduces
intellectual property rules into the multilateral trading system. Some TRIPS provisions, in particular
Article 27, need to be considered in the implementation of the Nagoya Protocol. Article 27 defines
which inventions governments are obligated to make eligible for patenting and what they can exclude
from patenting.

A patent is an intellectual property right granted by a State to an applicant (who may but does not have
to be the inventor) for a limited period of time in exchange for the public disclosure of the invention. It
usually grants the exclusive right to the patent holder to prevent others from making, using, selling, or
distributing the patented invention without permission.

According to Article 27(1) of TRIPS, inventions that can be patented include both products and processes
and should generally cover all fields of technology. Furthermore, three basic patent requirements need
to be fulfilled:

= novelty, meaning the product or process must be new;
= inventive step, meaning the idea must be non-obvious/“new enough”; and

m industrial applicability, meaning it must be useful.

Patenting is a useful instrument for users of genetic resources and traditional knowledge associated with
genetic resources to protect the products or processes derived from their research and development;
that is to say, patents are important for users to protect their innovations and investments. At the same
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time, provider countries are concerned that the principles of PIC, MAT, and fair and equitable benefit-
sharing are respected in such patenting processes.

Article 27(3)(b) of TRIPS deals with patentability and non-patentability of plant and animal inventions
and the protection of plant varieties. Governments are allowed to exclude some kinds of inventions from
patenting — that is, plants, animals, and “essentially” biological processes — but micro-organisms and
non-biological and microbiological processes have to be eligible for patents. Plant varieties also have
to be eligible for protection either through patent protection or through a system created specifically for
the purpose (sui generis), or through a combination of these two.

The debate on the relationship between the Nagoya Protocol and the WTO provisions is strongly
focused on the disclosure of origin of genetic resources and traditional knowledge associated with
genetic resources as well as compliance with the ABS legislation of the country of origin, all of which
are currently not considered patent requirements under TRIPS. It is therefore being discussed whether
an amendment of TRIPS establishing such patent requirements or alternative approaches could be
more effective in ensuring mutual support between TRIPS and the Nagoya Protocol.

Box 5: Options to Achieve Mutual Support between TRIPS and the
Nagoya Protocol

Several different options on how to achieve mutual support between TRIPS and the Nagoya
Protocol exist.

= Amendment of TRIPS in order to include a mandatory disclosure requirement

In patent applications, the applicants could have the obligation to disclose the country of origin of
the genetic resource and the traditional knowledge associated with genetic resources. In case of
failure, the application could not be processed.

Source: Submission from Bolivia, Brazil, Colombia, Cuba, Dominican Republic, Ecuador, India, Peru and
Thailand (2005). The relationship between the TRIPS agreement and the Convention on Biological Diversity
(CBD) and the protection of traditional knowledge — elements of the obligation to disclose evidence of benefit-
sharing under the relevant national regime. Council for Trade-Related Aspects of Intellectual Property Rights.
IP/C/W/442, 18 March 2005.

= Amendment to the Patent Cooperation Treaty of the World Intellectual Property Organization

This could include an obligation for patent applicants to declare the source — that is, the entity
of the government that granted access to the genetic resource and to the traditional knowledge
associated with a genetic resource and that participates in the sharing of benefits deriving from it.
The sanctions used in the Patent Cooperation Treaty could be used in case of non-compliance. >
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Alternatively, patent applicants could be obligated to disclose the geographic origin of the genetic
resources or the traditional knowledge used in the invention. However, this obligation could be
separated from the patentability criteria, and the legal consequences in case of non-disclosure
could be separated from the patent process.

Source: Submission from Switzerland (2004). Additional Comments by Switzerland on its Proposal Submitted
to WIPO Regarding the Declaration of the Source of Genetic Resources and Traditional Knowledge in Patent
Applications. Council for Trade-Related Aspects of Intellectual Property Rights. IP/C/W/423, 14 June 2004.
Submission from the European Union (2002). Communication from the European Communities and their
Member States. Council for Trade-Related Aspects of Intellectual Property Rights. IP/C/W/383, 17 October
2002.

= Development of national legislation

Based on an understanding that no real conflict between TRIPS and the CBD exists, the development
of national legislation separated from the patent system could be a way to achieve the objectives
of the CBD and TRIPS. The sharing of benefits could be achieved through contractual agreements
based on such national legislation, which could include disclosure obligations.

Source: Submission from the United States (2004). Article 27(3)(b), Relationship between the TRIPS Agreement
and the CBD, and the Protection of Traditional Knowledge and Folklore. Communication from the United
States. Council for Trade-Related Aspects of Intellectual Property Rights. IP/C/W/464, 26 November 2004.

World Intellectual Property Organization

The World Intellectual Property Organization (WIPO) is a specialized agency of the United Nations
established by the WIPO Convention in 1967. It is dedicated to the promotion of the protection of
intellectual property throughout the world. WIPO administers 24 treaties, including the WIPO Convention.

Discussions in different WIPO Committees are relevant for genetic resources and traditional knowledge,
particularly those taking place in the Intergovernmental Committee on Intellectual Property and Genetic
Resources, Traditional Knowledge and Folklore (IGC). The WIPO IGC was established by the WIPO
General Assembly in 2000 as a forum for discussions among Member States and is undertaking
text-based negotiations with the objective of reaching agreement on a text of an international legal
instrument (or instruments) that will ensure the effective protection of traditional knowledge, traditional
cultural expressions/folklore, and genetic resources. Furthermore, the WIPO IGC has compiled an
on-line, searchable database of biodiversity-related ABS agreements and related information, with a
particular emphasis on the intellectual property aspects of such agreements.

World Health Organization

The World Health Organization (WHO) is the UN Specialized Agency providing leadership on global
health matters, shaping the health research agenda, setting norms and standards, articulating evidence-
based policy options, providing technical support to countries, and monitoring and assessing health
trends.

One instrument developed under the WHO is the International Health Regulations (IHR) that were
adopted in 2005. The objective is to facilitate the prevention and response to public health risks that
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have the potential to become global problems. The IHR define the rights and obligations of countries to
report public health events and establish a number of procedures that the WHO must follow in its work
to uphold global public health security.

In addition, parallel to the ABS negotiations under the CBD, negotiations took place within the WHO
regarding access to pathogens, in particular influenza viruses, and the distribution of the resulting
“advantages” in particular vaccines. This development was accelerated by actions of Indonesia, which
in early 2007 stopped sending samples of the H5N1 virus to the WHO on the grounds that it required a
more equitable system of access to vaccines for developing countries. As a consequence, the sixtieth
World Health Assembly decided to develop a new global mechanism for virus sharing in cases of global
pandemic influenza viruses that would be fairer to poorer nations.3®

In 2011, the Pandemic Influenza Preparedness Framework for the Sharing of Influenza Viruses and
Access to Vaccines and Other Benefits (PIPF) was adopted by the World Health Assembly.*® The PIPF
is a new framework providing for a multilateral benefit-sharing arrangement. Amongst other goals, it
aims for more equitable access to affordable vaccines and, at the same time, guarantees the flow of
virus samples into the WHO system so that the critical information and analyses needed to assess
public health risks and develop vaccines are available.

According to its Article 3, the PIPF applies only to the sharing of H5N1 and other influenza viruses
with human pandemic potential, not to seasonal influenza viruses or other non-influenza pathogens
or biological substances that may be contained in clinical specimens. Its objective is to strengthen
the protection against pandemic influenza by improving and strengthening the WHO global influenza
surveillance and response system. At the same time, the objective of the PIPF is a fair, transparent, and
equitable system for sharing H5N1 and other influenza viruses with human pandemic potential and for
access to vaccines and the sharing of other benefits.

The PIPF could be considered a specialized instrument under Article 4(4) of the Nagoya Protocol, and
cases regulated under its framework would have to be understood under Article 8(b) of the Nagoya
Protocol.*

In the sections that follow, each individual Article and the Annex of the Nagoya Protocol are analyzed,
providing background on the provisions as well as explanations of their obligations and commitments.
Afterwards, the implications of the adoption of the Nagoya Protocol as well as ideas on potential
options for its implementation are presented. Finally, a bibliography of selected ABS writings, as well
as supplementary materials for ease of reference, is provided.

38 World Health Assembly Resolution 60.28, of 23 May 2007, Pandemic influenza preparedness: sharing of
influenza viruses and access to vaccines and other benefits (Sixtieth World Health Assembly, 2007), WHAG0.28,
Agenda item 12.1, at apps.who.int/gb/ebwha/pdf_files/WHASSA_WHAB0-Rec1/E/reso-60-en.pdf.

39 World Health Assembly Resolution 64.5, of 24 May 2011, Pandemic influenza preparedness: sharing of
influenza viruses and access to vaccines and other benefits (Sixty-fourth World Health Assembly, 2011),
WHAGB4/5, Agenda item 13.1, at apps.who.int/gb/ebwha/pdf_files/WHA64/A64_R5-en.pdf.

40 It is important to note that other practices relevant to the issue of pathogens also exist, namely under the
World Organization for Animal Health and the International Plant Protection Convention.
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Preamble

Preamble

The Parties to this Protocol,

Being Parties to the Convention on Biological Diversity, hereinafter referred to as “the
Convention”,

Recalling that the fair and equitable sharing of benefits arising from the utilization of genetic
resources is one of three core objectives of the Convention, and recognizing that this Protocol
pursues the implementation of this objective within the Convention,

Reaffirming the sovereign rights of States over their natural resources and according to the
provisions of the Convention,

Recalling further Article 15 of the Convention,

Recognizing the important contribution to sustainable development made by technology
transfer and cooperation to build research and innovation capacities for adding value to
genetic resources in developing countries, in accordance with Articles 16 and 19 of the
Convention,

Recognizing that public awareness of the economic value of ecosystems and biodiversity
and the fair and equitable sharing of this economic value with the custodians of biodiversity
are key incentives for the conservation of biological diversity and the sustainable use of its
components,

Acknowledging the potential role of access and benefit-sharing to contribute to the
conservation and sustainable use of biological diversity, poverty eradication and environmental
sustainability and thereby contributing to achieving the Millennium Development Goals,

Acknowledging the linkage between access to genetic resources and the fair and equitable
sharing of benefits arising from the utilization of such resources,

Recognizing the importance of providing legal certainty with respect to access to genetic
resources and the fair and equitable sharing of benefits arising from their utilization,

Further recognizing the importance of promoting equity and fairness in negotiation of
mutually agreed terms between providers and users of genetic resources,

Recognizing also the vital role that women play in access and benefit-sharing and affirming
the need for the full participation of women at all levels of policy-making and implementation
for biodiversity conservation,

Determined to further support the effective implementation of the access and benefit-sharing

provisions of the Convention, >
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Recognizing that an innovative solution is required to address the fair and equitable sharing
of benefits derived from the utilization of genetic resources and traditional knowledge
associated with genetic resources that occur in transboundary situations or for which it is
not possible to grant or obtain prior informed consent,

Recognizing the importance of genetic resources to food security, public health, biodiversity
conservation, and the mitigation of and adaptation to climate change,

Recognizing the special nature of agricultural biodiversity, its distinctive features and
problems needing distinctive solutions,

Recognizing the interdependence of all countries with regard to genetic resources for food
and agriculture as well as their special nature and importance for achieving food security
worldwide and for sustainable development of agriculture in the context of poverty alleviation
and climate change and acknowledging the fundamental role of the International Treaty on
Plant Genetic Resources for Food and Agriculture and the FAO Commission on Genetic
Resources for Food and Agriculture in this regard,

Mindful of the International Health Regulations (2005) of the World Health Organization and
the importance of ensuring access to human pathogens for public health preparedness and
response purposes,

Acknowledging ongoing work in other international forums relating to access and benefit-
sharing,

Recalling the Multilateral System of Access and Benefit-sharing established under the
International Treaty on Plant Genetic Resources for Food and Agriculture developed in
harmony with the Convention,

Recognizing that international instruments related to access and benefit-sharing should be
mutually supportive with a view to achieving the objectives of the Convention,

Recalling the relevance of Article 8(j) of the Convention as it relates to traditional knowledge
associated with genetic resources and the fair and equitable sharing of benefits arising from
the utilization of such knowledge,

Noting the interrelationship between genetic resources and traditional knowledge, their
inseparable nature for indigenous and local communities, the importance of the traditional
knowledge for the conservation of biological diversity and the sustainable use of its
components, and for the sustainable livelihoods of these communities,

Recognizing the diversity of circumstances in which traditional knowledge associated with
genetic resources is held or owned by indigenous and local communities,

Mindful that it is the right of indigenous and local communities to identify the rightful holders
of their traditional knowledge associated with genetic resources, within their communities,

Further recognizing the unique circumstances where traditional knowledge associated with

genetic resources is held in countries, which may be oral, documented or in other >
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forms, reflecting a rich cultural heritage relevant for conservation and sustainable use of
biological diversity,

Noting the United Nations Declaration on the Rights of Indigenous Peoples, and

Affirming that nothing in this Protocol shall be construed as diminishing or extinguishing the
existing rights of indigenous and local communities,

Have agreed as follows:

A. Background

The Preamble of an international agreement forms an integral part of the agreement. The Vienna
Convention on the Law of Treaties (adopted in 1969, entry into force in 1980) gives it the same legal
status as the remainder of the text in providing context for the interpretation of a treaty’s terms (Article
31(2) of the Vienna Convention).

The legal purpose of a Preamble is therefore to provide assistance in interpreting terms but also in
resolving conflicting interpretations of provisions or context for further negotiations. It also gives insight
into the issues behind a treaty’s negotiation and adoption, as this is where the Parties set out their
concerns and motivations and identify the issues addressed and the actual need for an agreement.
Furthermore, the Preamble often contains paragraphs that are not completely developed in the
operational provisions of the agreement and thus have implications that go beyond the obligations
in the substantive articles that follow (Glowka et al., 1994, p. 9). Consequently, it is also important for
future implementation of the treaty in practice.

On several occasions as the Nagoya Protocol was being developed, the Preamble served as the vehicle
to reach agreement on issues where consensus on operative text was not possible during negotiations
(Tsioumani, 2010, p. 289). Furthermore, it should be noted that the Preamble of the Nagoya Protocol
often refers to related international agreements considered relevant by Parties. Giving due consideration
to the Preamble can thus assist Parties in developing coherent and complementary legislation and
policies implementing the concept of access and benefit-sharing (ABS) as it is understood in the Nagoya
Protocol. However, it must be recognized that the verbs at the start of each preambular paragraph (e.g.,
recognizing, recalling, acknowledging, mindful) give different strength and meaning to the text that
follows.

B. Explanation

Being Parties to the Convention on Biological Diversity, hereinafter referred to
as “the Convention”,

The Convention on Biological Diversity (CBD) is the global treaty that comprehensively addresses the
subject of biological diversity while giving a significant amount of discretion in the creation of protocols
(Articles 23(4)(c) and 28 of the CBD). This opening paragraph indicates that only Parties to the CBD
may become Parties to the Nagoya Protocol.
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Recalling that the fair and equitable sharing of benefits arising from the utilization
of genetic resources is one of the three core objectives of the Convention, and
recognizing that this Protocol pursues the implementation of this objective
within the Convention,

This paragraph links the Nagoya Protocol to the implementation of the third objective of the CBD and
situates it clearly within its framework. It foreshadows the objective of the Protocol and eliminates
any confusion over the meaning of its terms when read alongside other global treaties with similar
purposes.

Reaffirming the sovereign right of States over their natural resources and
according to the provisions of the Convention,

The sovereign right of States over their natural resources is a long-standing principle of international
law dating to the post-colonial era, overtly recognized in the 1962 United Nations General Assembly
Resolution on Permanent Sovereignty over Natural Resources’. It was articulated in the environmental
context in Principle 21 of the Stockholm Declaration on the Human Environment of the United Nations
Conference on the Human Environment (adopted in 1972) and rearticulated in Principle 2 of the Rio
Declaration of the United Nations Conference on Environment and Development (adopted in 1992).
This principle is a basis of the CBD, as noted in its Preamble and implemented in Articles 3 and 15(1)
of the CBD.

Recalling further Article 15 of the Convention,

Article 15 of the CBD creates and governs the legal regime pertaining to access to genetic resources
and the fair and equitable sharing of benefits resulting from their use. Its full implementation is one of
the bases for the negotiation and adoption of the Nagoya Protocol. Furthermore, it should be noted
that Article 3 of the Protocol establishes that its scope is linked to Article 15 of the CBD.

Recognizing the important contribution to sustainable development made by
technology transfer and cooperation to build research and innovation capacities
for adding value to genetic resources in developing countries, in accordance
with Articles 16 and 19 of the Convention,

The implementation of Articles 16 (Access to and Transfer of Technology) and 19 (Handling of
Biotechnology and Distribution of its Benefits) of the CBD is meant to further sustainable development,
which is one of the underlying principles of the CBD and a fundamental challenge facing contemporary
societies. This preambular paragraph recognizes the importance of both provisions and thus
foreshadows the obligations of Parties in Article 23 of the Nagoya Protocol regarding technology
transfer, collaboration, and co-operation.

1 Permanent Sovereignty over Natural Resources, UNGA Res. 1803 (XVII), U.N. Doc. A/5217 (1962).
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Recognizing that public awareness of the economic value of ecosystems and
biodiversity and the fair and equitable sharing of this economic value with the
custodians of biodiversity are key incentives for the conservation of biological
diversity and the sustainable use of its components,

Public awareness about the economic value of ecosystems and biodiversity and the fair and equitable
sharing of this value with the custodians of biodiversity are important incentives for biodiversity
conservation and sustainable use. The series of reports produced by The Economics of Ecosystems
and Biodiversity Initiative hosted by the United Nations Environment Programme drew attention to
the global economic benefits of biodiversity, highlighted the growing costs of biodiversity loss and
ecosystem degradation, and brought together scientific, economic, and policy expertise to recommend
practical actions for policy-makers, citizens, and businesses (Kumar, 2010; ten Brink, 2011; Bishop,
2011). Public awareness and education on such topics is an important aspect of the CBD, as indicated
in its Article 13. Awareness-raising activities under Article 21 of the Nagoya Protocol can contribute to
this.

Acknowledging the potential role of access and benefit-sharing to contribute to
the conservation and sustainable use of biological diversity, poverty eradication
and environmental sustainability and thereby contributing to achieving the
Millennium Development Goals,

This preambular paragraph recalls that ABS is directly linked to meeting the other two objectives of the
CBBD: conservation and sustainable use of biodiversity. It also expresses the hope that ABS will spread
economic benefits more widely, thus reducing poverty for those communities that are the custodians
of biodiversity and promoting environmental sustainability because communities will have an incentive
to protect their natural resources if they see the benefits of doing so. Eradicating extreme poverty and
hunger, as well as ensuring environmental sustainability, are two of the eight Millennium Development
Goals with time-bound targets adopted by the United Nations General Assembly in the 2000 Millennium
Declaration.2

Acknowledging the linkage between access to genetic resources and the fair
and equitable sharing of benefits arising from the utilization of such resources,

This paragraph recognizes the fact that there can be no benefit-sharing without access to genetic
resources for utilization. Article 15 of the CBD already lays out a connection between access to genetic
resources and fair and equitable benefit-sharing. This connection is further developed in the 2002 Bonn
Guidelines on Access to Genetic Resources and Fair and Equitable Sharing of the Benefits Arising
out of their Utilization (the Bonn Guidelines) (SCBD, 2002). In the Nagoya Protocol, the link is mainly
established through Articles 3 (Objective), 5 (Fair and Equitable Benefit-sharing), and 6 (Access to
Genetic Resources).

2 Millennium Declaration, GA Res. 55/2, 18 September 2000.
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Recognizing the importance of providing legal certainty with respect to access
to genetic resources and the fair and equitable sharing of benefits arising from
their utilization,

One of the challenges with implementation of the ABS provisions of the CBD is that in many countries
ABS legal frameworks are not sufficiently clear and therefore do not provide the necessary legal certainty
for either users or providers of genetic resources. This has often prevented ABS from becoming a fully
functional system for the research and development of genetic resources and traditional knowledge
associated with genetic resources. The Bonn Guidelines have provided guidance for the development
of ABS frameworks but are voluntary and thus do not provide full legal certainty. The Nagoya Protocol
attempts to establish greater legal certainty, thus providing a basis for greater trust between users and
providers. In particular, Article 6(3) of the Protocol and its compliance provisions aim to address this
issue.

Further recognizing the importance of promoting equity and fairness in
negotiation of mutually agreed terms between providers and users of genetic
resources,

Article 15(4) of the CBD requires that access to genetic resources be on mutually agreed terms (MAT).
However, the providers and users of genetic resources may be on unequal footing. This can lead to
unfair and inequitable contracts for access, especially for some indigenous and local communities
(ILCs), foiling the intent of the CBD that benefits be shared in a fair and equitable manner. The Nagoya
Protocol recognizes this and aims to promote negotiations that are fair rather than exploitative through
different provisions, such as on capacity-building, including the promotion of equity and fairness in
negotiations (Article 22(5)(b)) or model contractual clauses for MAT (Article 19(1)).

Recognizing also the vital role that women play in access and benefit-sharing
and affirming the need for the full participation of women at all levels of policy-
making and implementation for biodiversity conservation,

The CBD Preamble recognizes the vital role of women in the conservation and sustainable use of
biodiversity, meriting full participation at all levels of biodiversity conservation policy-making and
implementation. This paragraph builds upon the CBD reference by giving particular recognition to
the vital role of women in ABS. Women globally are users and custodians of biological diversity. They
have a unique relationship with biodiversity and predominate as wild-plant gatherers, home gardeners,
plant domesticators, herbalists, and seed custodians (Aguilar et al., 2008). In some societies, women
regulate the harvesting of wild species to ensure sustainability (Glowka et al., p. 12).

Based on their role as custodians, this paragraph affirms that women should be able to fully participate
at all levels of policy-making and implementation for biodiversity conservation, which includes
participation in decision-making processes on the use of genetic resources and traditional knowledge
associated with genetic resources, such as prior informed consent (PIC) and MAT negotiations.
Reference to women appears in the Protocol in Articles 12(3) (Traditional Knowledge Associated with
Genetic Resources), in 22(3) and (5) (Capacity), and in 25(3) (Financial Mechanism and Resources).
Further gender mainstreaming in the implementation of the Nagoya Protocol could contribute to
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realizing obligations under human rights law, sustainable development law, and the CBD (Quesada-
Aguilar et al., 2008).

Determined to further support the effective implementation of the access and
benefit-sharing provisions of the Convention,

This paragraph underlines the Parties’ desire to make the ABS provisions of the CBD work effectively.
Parties recognized that adequate ABS implementation was lacking within the first decade after the
adoption of the CBD. This led to the development of the Bonn Guidelines at the sixth meeting of the
Conference of the Parties to the CBD (CBD COP 6) in 2002 and the call for action later that year at the
World Summit on Sustainable Development to negotiate an international ABS regime.®

Recognizing that an innovative solution is required to address the fair and
equitable sharing of benefits derived from the utilization of genetic resources
and traditional knowledge associated with genetic resources that occur in
transboundary situations or for which it is not possible to grant or obtain prior
informed consent,

Because biodiversity and traditional knowledge are not constrained by national boundaries, in some
situations the genetic resources are present in multiple States, and traditional knowledge pertaining to
those genetic resources is distributed among communities that are located in different States. These
situations are addressed by this preambular paragraph, which feeds into Articles 10 (Global Benefit-
sharing Mechanism) and 11 (Transboundary Cooperation) of the Protocol. Article 10 addresses the
possible development of a global multilateral benefit-sharing mechanism. Article 11 reaffirms the need
for co-operation to address transboundary genetic resources and traditional knowledge associated
with genetic resources.

Recognizing the importance of genetic resources to food security, public health,
biodiversity conservation, and the mitigation of and adaptation to climate change,

This paragraph acknowledges the key role of genetic resources in addressing issues relevant to humans
and the environment and describes some key drivers behind the need to access genetic resources. The
first three topics foreshadow Article 8 of the Nagoya Protocol, which lays out special considerations
for Parties when developing and implementing ABS laws or regulations. These special considerations
include creating conditions for research that contributes to the conservation and sustainable use of
biodiversity, including through measures on access for non-commercial research purposes; paying
due regard to emergencies that threaten or damage human, animal, or plant health; and considering
the importance of genetic resources for food and agriculture and their special role in food security.
As climate change is not mentioned in the Nagoya Protocol except in the Preamble, it was important
to note in this paragraph the significance of genetic resources in ensuring species survival in face of
climate change.

3 Plan of Implementation of the World Summit on Sustainable Development, para 44(0).
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Recognizing the special nature of agricultural biodiversity, its distinctive features
and problems needing distinctive solutions,

Agricultural biodiversity is fostered by humans rather than being a process of natural evolution and
is thus distinct from biodiversity generally. Decisions by the CBD COP have recognized the particular
characteristics of agricultural biodiversity, leading to a Programme of Work on Agricultural Biodiversity
under the CBD.* The International Treaty on Plant Genetic Resources for Food and Agriculture (ITPGRFA)
is one solution to the challenges facing plant agricultural biodiversity in harmony with the CBD.

Recognizing the interdependence of all countries with regard to genetic
resources for food and agriculture as well as their special nature and importance
for achieving food security worldwide and for sustainable development of
agriculture in the context of poverty alleviation and climate change and
acknowledging the fundamental role of the International Treaty on Plant Genetic
Resources for Food and Agriculture and the FAO Commission on Genetic
Resources for Food and Agriculture in this regard,

Humanity depends on a number of genetic resources for food and agriculture traded globally. This
paragraph recognizes the interdependence of countries on such genetic resources and theirimportance
for food security and sustainable development of agriculture in line with the provisions of the ITPGRFA
and the work of the Commission on Genetic Resources for Food and Agriculture (CGRFA) of the United
Nations Food and Agriculture Organization (FAO). The FAO played a key role in the protection of such
resources and oversaw the adoption of the ITPGRFA (see section E of the Introduction). The operative
text of the Nagoya Protocol does not mention the ITPGRFA but makes the treaty subject to Article 4(4)
on the relationship with other relevant international agreements and instruments.

Mindful of the International Health Regulations (2005) of the World Health
Organization and the importance of ensuring access to human pathogens for
public health preparedness and response purposes,

During negotiations of the Nagoya Protocol, concerns arose among the Parties that access to
pathogenic materials relevant to human health could be hindered by the rules it established. Reference
to the International Health Regulations—global rules established by the World Health Organization
(WHO) to enhance national, regional, and global public health security—was made in the Preamble to
remind Parties of their international duties in health security and that access to pathogens is important
for pandemic preparedness and response. In April 2011, six months after the adoption of the Nagoya
Protocol, the WHO adopted the Pandemic Influenza Preparedness Framework (PIPF) for the sharing of
influenza viruses and access to vaccines and other benefits (see section E of the Introduction). Although
the PIPF emphasizes the norm of sharing viruses, it does not create legally binding obligations (Fidler
and Gostin, 2011).

4 COP 2 Decision 1l/15 and COP 5 Decision V/5.
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Acknowledging ongoing work in other international forums relating to access
and benefit-sharing,

The issue of ABS has been discussed in several different forums (see section E of the Introduction),
including the CGRFA, ITPGRFA, World Intellectual Property Organization, WHO, World Trade
Organization, and the United Nations Convention on the Law of the Sea (Andersen et al., 2010). This
paragraph foreshadows Article 4(3) of the Nagoya Protocol, which refers to mutual supportiveness
with ongoing work and practices related to ABS under other relevant international instruments and
organizations.

Recalling the Multilateral System of Access and Benefit-sharing established
under the International Treaty on Plant Genetic Resources for Food and
Agriculture developed in harmony with the Convention,

Ensuring access to genetic resources for food and agriculture is critical for food security. The ITPGRFA
establishes a Multilateral System for ABS to facilitate access to 35 food crops and 29 forage plants
listed in Annex | that are in the public domain and under the management and control of the Contracting
Parties. It also includes non-Annex | plants coming from ex-situ collections of the International
Agricultural Research Centres of the Consultative Group on International Agricultural Research (see
section E of the Introduction). As the Multilateral System fulfils the objective of the ITPGRFA to operate
in harmony with the CBD, it is one example of a specialized ABS regime addressed by Article 4(4) of
the Nagoya Protocol. The system may therefore provide useful ABS practices that should be given due
regard in accordance with Article 4(3) of the Protocol.

Recognizing that international instruments related to access and benefit-sharing
should be mutually supportive with a view to achieving the objectives of the
Convention,

This recitation is a recognition that international instruments on ABS, such as the ITPGRFA and
the Nagoya Protocol, should not work at cross-purposes but rather work synergistically to meet
the objectives of the CBD. Building on this, Article 4(3) of the Protocol requires mutually supportive
implementation with other relevant international instruments and that useful and relevant ongoing work
or practices under such instruments and relevant international organizations be given due regard,
provided they are supportive of and do not run counter to the objectives of the CBD and the Protocol.

Recalling the relevance of Article 8(j) of the Convention as it relates to traditional
knowledge associated with genetic resources and the fair and equitable sharing
of benefits arising from the utilization of such knowledge,

Article 8(j) of the CBD is one of the bases for the protection of traditional knowledge associated with
genetic resources and contributes to this substantive aspect of the Nagoya Protocol. It requires
Parties—as far as possible and as appropriate, and subject to national legislation —to respect, preserve,
and maintain traditional knowledge, innovations, and practices of ILCs relevant to the conservation
and sustainable use of biodiversity; to promote their wider application with approval and involvement
of its holders; and to encourage equitable sharing of benefits arising from its utilization. The Protocol
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provides certainty for the holders of traditional knowledge associated with genetic resources, in
particular through Article 5(5) with regard to fair and equitable benefit-sharing, Article 7 with regard to
PIC or approval and involvement as well as MAT, and Article 12 with regard to ILC’s customary laws,
community protocols, and procedures.

Noting the interrelationship between genetic resources and traditional
knowledge, their inseparable nature for indigenous and local communities,
the importance of the traditional knowledge for the conservation of biological
diversity and the sustainable use of its components, and for the sustainable
livelihoods of these communities,

Traditional knowledge forms the cultural heritage and intellectual property of ILCs. This paragraph
refers to the connection between the knowledge of ILCs and genetic resources, the holistic worldview
of indigenous communities, and their cultural relationship with nature. The specific wording results from
the final report of the meeting of the Group of Technical and Legal Experts on Traditional Knowledge
Associated with Genetic Resources in the Context of the International Regime on Access and Benefit-
sharing, which met in Hyderabad, India, from 16 to 19 June 2009.

Recognizing the diversity of circumstances in which traditional knowledge
associated with genetic resources is held or owned by indigenous and local
communities,

This paragraph recognizes that traditional knowledge exists in many different situations, which must
be taken into account in access. For example, traditional knowledge associated with genetic resources
may be held individually or collectively, and customary law, procedures, or practices may limit its
outside use.

Mindful that it is the right of indigenous and local communities to identify the
rightful holders of their traditional knowledge associated with genetic resources,
within their communities,

This paragraph recognizes that ILCs have the right to determine who may share their traditional
knowledge, thus to identify the appropriate source for users to obtain PIC (or ensure approval
and involvement) and negotiate MAT for the sharing of benefits resulting from its use. Some of the
information being accessed from these communities under the terms of the Nagoya Protocol may
hold special value or be sacred knowledge, highlighting the importance of engaging with the rightful
holder(s). This foreshadows Article 12 of the Protocol and the need for ILC community protocols, which
are promoted by Article 12(3)(a). Furthermore, it is important to note that the Protocol requires Parties
in accordance with domestic law to take into consideration customary laws, community protocols, and
procedures of ILCs in the implementation of their obligations under the Protocol (Article 12(1)) and,
with the effective participation of ILCs, to establish mechanisms to inform potential users of traditional
knowledge associated with genetic resources about their obligations (Article 12(2)).
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Further recognizing the unique circumstances where traditional knowledge
associated with genetic resources is held in countries, which may be oral,
documented or in other forms, reflecting a rich cultural heritage relevant for
conservation and sustainable use of biological diversity,

This paragraph recognizes that traditional knowledge associated with genetic resources is not
necessarily held by any particular community but may rather be the result of a shared cultural
heritage and may be held by States rather than communities. This type of widely held knowledge
includes medical systems such as traditional Indian medicine (e.g., Ayurveda, Unani, and Siddha) and
traditional Chinese medicine. The paragraph also recognizes the importance of traditional knowledge
for biodiversity conservation and its sustainable use.

Noting the United Nations Declaration on the Rights of Indigenous Peoples, and

The Declaration on the Rights of Indigenous Peoples (UNDRIP) was adopted almost unanimously at the
United Nations General Assembly in 2007 and has since been endorsed by the four dissenting countries
(Australia, Canada, New Zealand, and the United States). It has a number of provisions that are relevant
to the interpretation and implementation of the Nagoya Protocol, in particular to Articles 6(2) (Access
to Genetic Resources), 7 (Access to Traditional Knowledge Associated with Genetic Resources) and
12 (Traditional Knowledge Associated with Genetic Resources). Specific examples include the right to
natural resources, the right to control access to their resources and territories, the right to traditional
knowledge and culture, and the right to free, prior, and informed consent in their traditional territories.
This reference is the first time the UNDRIP has been referred to in an international treaty (Koutouki,
2011. p. 5) and is the only place in the Nagoya Protocol where it appears.

Affirming that nothing in this Protocol shall be construed as diminishing or
extinguishing the existing rights of indigenous and local communities,

This affirmation was made to recognize the existing rights of ILCs and prevent interpretations of the
Nagoya Protocol that would diminish or extinguish those rights.
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Article 1

Article 1
Objective

The objective of this Protocol is the fair and equitable sharing of the benefits arising from the
utilization of genetic resources, including by appropriate access to genetic resources and
by appropriate transfer of relevant technologies, taking into account all rights over those
resources and to technologies, and by appropriate funding, thereby contributing to the
conservation of biological diversity and the sustainable use of its components.

A. Background

Article 1 designates the objective of the Nagoya Protocol and some of its core functions. The objective
provides context for interpretation, gives guidance to the Parties in national implementation, and is
relevant to future work at the international level when the Protocol enters into force (Nijar, 2011b, p. 1).
This includes work by the Conference of the Parties of the Convention on Biological Diversity (CBD)
serving as the meeting of the Parties to the Nagoya Protocol and work in developing other relevant
instruments, which must be supportive and not run counter to the objectives of the Protocol. The
objective also provides the “measuring stick” against which effectiveness of the Nagoya Protocol will
be evaluated (Nijar, 2011b).

The first objective of the Protocol is recited verbatim from the third objective of the CBD: the fair
and equitable sharing of the benefits arising from the utilization of genetic resources, including by
appropriate access to genetic resources, appropriate transfer of relevant technologies (taking into
account all rights over those resources and to technologies), and appropriate funding (Article 1 of the
CBD). The complementary objective of the Protocol is to ensure that benefit-sharing also contributes to
the first and second objective of the CBD: the conservation of biological diversity and the sustainable
use of its components. It is interesting to note that Article 1 of the Nagoya Protocol does not directly
mention traditional knowledge associated with genetic resources despite it being addressed in the
operative text of the Protocol.

B. Explanation

The Protocol has as its objective the fair and equitable sharing of benefits resulting from the utilization
of genetic resources. Meeting this objective necessarily involves appropriate access to genetic
resources by “users” as well as appropriate transfer of relevant technologies to “providers”. In this
regard, recognition must be given to all rights over genetic resources and to technologies. In addition,
funding from the public and private sector must be provided in ways that are again “appropriate”.

The Nagoya Protocol puts forward the objective of fair and equitable benefit-sharing with the expectation
that its implementation will contribute to the conservation of biological diversity and the sustainable
use of its components. This direct link between access and benefit-sharing (ABS), conservation, and
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sustainable use is made explicit in the objective to the Protocol as the connection is not made directly
in the objective of the CBD, despite the need to achieve all three objectives harmoniously.

As a subsidiary legal instrument, the Nagoya Protocol exists to implement the terms of its governing
treaty. Its objective thus makes reference to a number of different but interrelated concepts in the
context of the CBD, notably Articles 15 (Access to Genetic Resources), 16 (Access to and Transfer of
Technology), 19 (Handling of Biotechnology and Distribution of its Benefits), 20 (Financial Resources),
and 21 (Financial Mechanism) of the CBD. The Protocol implements some of these concepts in its
Articles 5 (Fair and Equitable Benefit-sharing), 6 (Access to Genetic Resources), 9 (Contribution to
Conservation and Sustainable Use), 10 (Global Multilateral Benefit-sharing Mechanism), 23 (Technology
Transfer, Collaboration and Cooperation), and 25 (Financial Mechanism and Resources). Furthermore,
the objective of the Nagoya Protocol is mentioned in other parts of the treaty, such as Articles 4, 14,
21, and 23. Given this, it is important to emphasize the role that the objective plays in the interpretation
of the terms of the entire Protocol.

Fair and Equitable Sharing of Benefits Arising from the Utilization of Genetic
Resources

The imperative of fairly and equitably sharing the benefits resulting from the use of genetic resources
with the Parties providing them is a key objective of the CBD and the basis for its Article 15 on access
to genetic resources (Glowka, 1998, p. 3). Article 15(7) of the CBD in particular requires Parties to take
legislative, administrative, or policy measures that aim toward fair and equitable benefit-sharing with
the Party providing genetic resources, based on mutually agreed terms (MAT) (Glowka, 1998, p. 10).
The CBD lists some examples of benefit-sharing with Parties providing genetic resources in Articles
15(6), 15(7), 16(3), 16(4), 19(1), and 19(2). The controversy over the exact content of these provisions
and the complexity of implementing them was in part behind the negotiation of the Nagoya Protocaol,
which gives more clarity to fair and equitable benefit-sharing in its Article 5.

Appropriate Access to Genetic Resources

Article 15(2) of the CBD requires Parties to facilitate access for environmentally sound uses and not
restrict access in a manner that runs counter to the objectives of the CBD. Article 15(3) of the CBD
establishes that the provider of a genetic resource is the Party that is a country of origin or that has
acquired the resource in accordance with the CBD. Article 15(4) of the CBD makes access subject to
MAT and to Article 15 as a whole. Article 15(5) of the CBD makes prior informed consent of the provider
necessary for access, unless that Party determines otherwise. The Nagoya Protocol re-affirms and
clarifies these principles in Article 6 on Access to Genetic Resources.

Appropriate Transfer of Relevant Technologies

Access to and transfer of technology, referred to in Article 16 of the CBD, is an integral part of the
CBD framework and is central to attaining its objectives, especially its ABS provisions. The Parties
to the CBD have overtly recognized that the extent to which developing countries can implement
their commitments depends on the effective implementation of commitments by developed countries
relating to the transfer of technology.
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The concept of appropriate transfer of relevant technologies ties the obligation to share technologies to
particular needs and conduct. “Relevant” technologies are those that are relevant to the conservation
and sustainable use of biodiversity or make use of genetic resources and do not cause serious
environmental harm. “Appropriate” transfer should take place on fair and most favourable terms,
including on concessional and preferential terms. It can take place between governments and/or the
private sector. It requires respect for intellectual property rights (IPRs) but mandates that IPRs not
undermine the objectives of the CBD (Article 16(5) of the CBD). The specifics of technology transfer in
the context of ABS are provided in Article 23 of the Nagoya Protocol.

Rights over Genetic Resources and Technologies

Articles 3 and 15(1) of the CBD establish that States have sovereign rights over their natural resources,
including genetic resources, and thus the right to legislate on access to genetic resources. However,
this does not grant the State a property right over genetic resources but rather allows it to determine
ownership of genetic resources in national law (Glowka et al., 1994, p. 76). National laws could place
ownership rights in genetic resources in the hands of, for instance, private landowners, indigenous
and local communities, other stakeholders, or the State. Other laws grant stakeholders property rights
over biological resources but require authorization by the State for utilization of genetic resources. Yet
others could have some genetic resources and technologies in the public domain (Cabrera Medaglia
and Lopez Silva, 2007, p. 3).

Some countries may choose not to change existing legal rights regarding access to biological
resources on private land or to create specific rights over the genetic resources for certain categories
of stakeholders. Others may require explicit authorization from the national government for access to
genetic resources for utilization. Neither the CBD nor the Nagoya Protocol determines the content of
these rights over genetic resources and technologies, leaving this determination up to each different
legal system, taking into account the diversity of legal approaches.

Appropriate Funding

Funding is also vital to achieving the goals of ABS and enabling developing countries to adopt and
implement their commitments under the CBD. It finds its roots in Articles 20 (Financial Resources) and
21 (Financial Mechanism) of the CBD and is implemented in Article 25 of the Nagoya Protocol. The
term “appropriate” links funding to the concerns of both developed and developing countries and the
particular needs, capacities, and objectives of Parties.

Contribution to Conservation and Sustainable Use of Biodiversity

The conservation of biological diversity and the sustainable use of its components are two of the
three objectives of the CBD. Because the three objectives of the CBD are considered a package,
access to genetic resources and the fair and equitable sharing of benefits resulting from their utilization
has always been intended to feed back into the first two objectives. Paragraph 48 of the 2002 Bonn
Guidelines on Access to Genetic Resources and Fair and Equitable Sharing of the Benefits Arising
out of their Utilization was the first to concretely state that benefits should be directed in such a way
as to promote conservation and sustainable use (SCBD, 2002). The Nagoya Protocol is innovative in
that it recognizes the potential role of ABS to contribute to conservation and sustainable use in its
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Preamble, links benefits to conservation and sustainable use in its objective, and requires Parties to
both encourage users and providers to direct benefits to conservation and sustainable use (Article 9)
and consider a Global Multilateral Benefit-sharing Mechanism that would support conservation and

sustainable use globally (Article 10).
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Article 2
Use of Terms

The terms defined in Article 2 of the Convention shall apply to this Protocol. In addition, for
the purposes of this Protocol:

(a) “Conference of the Parties” means the Conference of the Parties to the Convention;
(b) “Convention” means the Convention on Biological Diversity;

(c) “Utilization of genetic resources” means to conduct research and development on the
genetic and/or biochemical composition of genetic resources, including through the
application of biotechnology as defined in Article 2 of the Convention;

(d) “Biotechnology” as defined in Article 2 of the Convention means any technological
application that uses biological systems, living organisms, or derivatives thereof, to make
or modify products or processes for specific use;

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

A. Background

A provision explaining the meaning of important terms used throughout the text of a treaty is a frequently
used technique in international law, including multilateral environmental agreements. The list of defined
terms helps provide clarity and legal certainty on the meaning attributed to specific terms in the treaty,
which may differ from those in ordinary, scientific, or technical use. It also facilitates the drafting of
operative provisions in the agreement.

Legal definitions are specific to a particular legal text and are intended solely to facilitate the interpretation
of the terms used in the given agreement. For the Nagoya Protocol, this means that its definitions (e.g.,
utilization of genetic resources) are independent from those in the Convention on Biological Diversity
(CBD) unless otherwise mentioned; conversely, the definitions in the CBD do not automatically apply
to the Nagoya Protocol.

The Nagoya Protocol defines relatively few new terms. Yet the two that are innovations — “utilization
of genetic resources” and “derivative” — resolved some of the major points of contention during the
negotiations of the Protocol. Along with the repeated definition of “biotechnology”, they form part of a
compromise package put forward by the Japanese Presidency to the tenth meeting of the Conference
of the Parties to the CBD (CBD COP 10) on the final day of negotiations, and they inform the scope of
the main operational provisions of the Nagoya Protocol (Tsioumani, 2010, p. 289; Buck and Hamilton,
2011). The definitions were strongly influenced by the report of the meeting of the Group of Technical
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and Legal Experts on Concepts, Terms, Working Definitions and Sectoral Approaches (GTLE) held in
Windhoek, Namibia, in December 2008."

However, many other terms used in the Nagoya Protocol are not specifically defined. Examples include
the terms “access to genetic resources”, “access to traditional knowledge associated with genetic
resources”, “research and development”, and “utilization of traditional knowledge associated with
genetic resources”. To determine the content of these undefined terms, the general rule of interpretation
in international law should be applied: that is, in the absence of a special meaning, terms used in a
treaty are to be interpreted in good faith with the ordinary meaning to be given to the terms in their
context and in light of the treaty’s object and purpose (Article 31(1) of the Vienna Convention on the Law
of Treaties). This is consistent with the approach taken by many common law countries for statutory

interpretation.

B. Explanation

The terms defined in Article 2 of the Convention shall apply to this Protocol. In
addition, for the purposes of this Protocol:

The chapeau to Article 2 of the Nagoya Protocol adopts all the definitions found in the CBD and
defines five further terms. It makes clear that all the definitions contained in Article 2 of the CBD apply
to the Nagoya Protocol without having to repeat them. However, the definition of “biotechnology”
is reproduced in the Nagoya Protocol because it is relevant to the definition of new terms such as
“utilization of genetic resources” and “derivative”.

Box 6: Relevant Terms from the Convention on Biological Diversity

Definitions in Article 2 of the CBD that are not mentioned in the Nagoya Protocol but are relevant to
understanding its nature and the definitions found in Article 2 of the Protocol include:

m “Biological diversity” means the variability among living organisms from all sources
including, inter alia, terrestrial, marine, and other aquatic ecosystems and the ecological
complexes of which they are part; this includes diversity within species, between species,
and of ecosystems.

m “Biological resources” includes genetic resources, organisms or parts thereof, populations,
or any other biotic component of ecosystems with actual or potential use or value for
humanity.

m “Country of origin of genetic resources” means the country which possesses those genetic
resources in in-situ conditions.

m “Country providing genetic resources” means the country supplying genetic resources
collected from in-situ sources, including populations of both wild and domesticated species,
or taken from ex-situ sources, which may or may not have originated in that country.

>

1 Report of the Group of Legal and Technical Experts on Concepts, Terms, Working Definitions and Sectoral
Approaches, UNEP/CBD/WG-ABS/7/2, 12 December 2008.
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m “Ex-situ conservation” means the conservation of components of biological diversity outside
their natural habitats.

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

m “Genetic resources” means genetic material of actual or potential value.

m “In-situ conditions” means conditions where genetic resources exist within ecosystems and
natural habitats and, in the case of domesticated or cultivated species, in the surroundings
where they have developed their distinctive properties.

m “In-situ conservation” means the conservation of ecosystems and natural habitats and the
maintenance and recovery of viable populations of species in their natural surroundings
and, in the case of domesticated or cultivated species, in the surroundings where they have
developed their distinctive properties.

(a) “Conference of the Parties” means the Conference of the Parties to the
Convention;

The Nagoya Protocol was negotiated and adopted under the aegis of the CBD. Therefore, it is important
to note that when the Conference of the Parties is referred to in the text, it means the COP to the CBD
and not the Nagoya Protocol. Indeed, according to Article 26 of the Nagoya Protocol, the CBD COP
serves as the meeting of the Parties to the Protocol.

(b) “Convention” means the Convention on Biological Diversity;

This paragraph clarifies that the term “Convention” throughout the text refers to the CBD. The Nagoya
Protocol is a subsidiary legal instrument adopted in conformity with Article 28 of the CBD.

(c) “Utilization of genetic resources” means to conduct research and
development on the genetic and/or biochemical composition of genetic
resources, including through the application of biotechnology as defined in
Article 2 of the Convention;

Despite being a key part of the third objective of the CBD and its Article 15(7) on benefit-sharing, the
CBD does not define the term “utilization of genetic resources”. Before the adoption of the Nagoya
Protocol, experts and national legislation offered different interpretations of what activities were covered
by this term (FNI, 2010). This made it difficult in many cases to determine the exact scope of access
systems and benefit-sharing obligations.

Late in the Protocol negotiations, it became clear that many of the contentious technical issues could
be solved if there were a clear understanding of the concept of utilization (Tvedt and Rukundo, 2010,
pp. 14-15; Bavikatte and Tobin, 2010; Buck and Hamilton, 2011, p. 56). Building on the report of the
GTLE, the Parties inserted Subparagraph (c) defining the term “utilization of genetic resources” in
the Protocol (Tvedt and Rukundo, 2010; Bavikatte and Tobin, 2010). This definition helps to provide
legal certainty through specific indicators that enable a clear test for determining whether the Nagoya
Protocol governs a particular activity and when it triggers the obligation to share benefits (Tvedt and
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Rukundo, 2010). Indeed, the term utilization or its alternative forms (e.g., utilized, use, or used) inform
the scope of the main operational provisions (Buck and Hamilton, 2011, p. 56; Oliva, 2011, p. 1224),
such as Articles 5 (Fair and Equitable Benefit Sharing), 6 (Access to Genetic Resources), 15 (Compliance
with Domestic Legislation or Regulatory Requirements on ABS), or 17 (Monitoring the Utilization of
Genetic Resources).

However, the Nagoya Protocol does not contain a list of specific uses of genetic resources that would
be covered, as envisioned in earlier deliberations. Ultimately, the definition of utilization itself was
considered comprehensive enough to cover all possible uses of genetic resources, allowing for rapidly
evolving techniques and the changing uses of genetic resources occurring with advances in knowledge
and technology. This is because the definition of genetic resources is interrelated to the definition of
genetic material and therefore covers any material of biological origin with functional units of heredity
that has either an actual or a potential value because of them. Since the potential value and the level of
knowledge on functionality in biology change, the wording of the definition suggests being dynamic in
the sense that it captures evolving knowledge and technological state of the art (FNI, 2010).

Box 7: Different Uses of Genetic Resources

The Group of Legal and Technical Experts on Concepts, Terms, Working Definitions and Sectoral
Approaches established the following non-exhaustive list of uses of genetic resources:

= genetic modification;

= biosynthesis (use of genetic material as a “factory” to produce organic compounds);

m breeding and selection;

m propagation and cultivation in the form received;

m conservation;

m characterization and evaluation; and

= production of compounds naturally occurring in genetic material (i.e., extraction of

metabolites, synthesis of DNA segments, and production of copies).

Source: Group of Legal and Technical Experts on Concepts, Terms, Working Definitions and Sectoral
Approaches, UNEP/CBD/WG-ABS/7/2, 12 December 2008.

To fully understand the definition of “utilization of genetic resources”, it is important to take a close look
at these references included in Article 2(c):

m research and development;
= biochemical composition of genetic resources; and

= application of biotechnology.

They expand the previously limited conception of genetic resources in the CBD (Glowka, 1998, p.
4) to ensure that benefit-sharing also takes place for so-called research and development based on
so-called derivatives. They also clarify that the “utilization of genetic resources” finishes when the
research and development process ends. Any subsequent application or commercialization may then
be covered by the benefit-sharing provisions found in Article 5(1) of the Nagoya Protocol. Another
consequence is that Parties that decide to require prior informed consent (PIC) for access to their
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genetic resources will need to regulate research and development on both the genetic material and any
naturally occurring biochemical compounds contained in material acquired under their domestic ABS
framework (Glowka, 1998, p. 57).

The terms research and development are not defined in the Nagoya Protocol. Based on Article 31(1)
of the Vienna Convention on the Law of Treaties, the ordinary meaning of these terms in the context
of the Nagoya Protocol is applicable. The Oxford Dictionary’s definition of research is “the systematic
investigation into and study of materials and sources in order to establish facts and reach new
conclusions”. In particular, for the Nagoya Protocol research means the investigation and study of
the genetic and/or biochemical composition of genetic resources in order to establish facts and reach
conclusions. In addition, development includes the creation of innovations and practical applications
(e.g., applied research).

The Nagoya Protocol covers research and development on the biochemical composition of genetic
resources, including through the application of biotechnology. The references to the biochemical
composition and the application of biotechnology links Article 2(c) with the definitions of biotechnology
as “any technological application” in Article 2(d) and derivative as “a naturally occurring biochemical
compound” in Article 2(e). Therefore the “utilization of derivatives” is also covered by the Nagoya
Protocol.

It is important to note that the definition of derivative seems to create more certainty about the meaning
of “biochemicals” by clarifying that they may not have “functional units of heredity”. This means that,
for instance, the extraction of chemicals for the development of drugs is included, and benefit-sharing
is supported by the Nagoya Protocol.

(d) “Biotechnology” as defined in Article 2 of the Convention means any
technological application that uses biological systems, living organisms, or
derivatives thereof, to make or modify products or processes for specific
use;

The Organisation for Economic Co-operation and Development defines biotechnology as “the appli-
cation of science and technology to living organisms, as well as parts, products and models thereof, to
alter living or non-living materials for the production of knowledge, goods, and services” (OECD, 2005).
The definition in Article 2(d) of the Nagoya Protocol generally seems to follow this definition.

It is important to note that the Nagoya Protocol does not change the definition of biotechnology
found in the CBD. Indeed, it repeats verbatim the formulation found in Article 2 of the CBD. The main
justification for this repetition is that the definition of biotechnology clarifies the link between the
definition of “utilization of genetic resources” (where a reference to the term biotechnology is made)
and the definition of “derivative” (to which the definition of biotechnology refers).
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Box 8: Products of Biotechnology

Products that are not genetic resources themselves are not subject to PIC but should be addressed
under mutually agreed terms (MAT) in order to ensure the sharing of benefits. Some proposed
indicators against which a derivative could be judged to have become a product are:

= commercialization and availability on the open market or sale to the public;
m seeking marketing or other approvals, such as product registration;

= submission of applications for intellectual property protection; or

m identification of a specific use for a derivative.

Source: Group of Legal and Technical Experts on Concepts, Terms, Working Definitions and Sectoral
Approaches, UNEP/CBD/WG-ABS/7/2, 12 December 2008.

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

Since the negotiations of the 2002 Bonn Guidelines on Access to Genetic Resources and Fair and
Equitable Sharing of the Benefits Arising out of their Utilization (the Bonn Guidelines), and particularly
in the CBD COP 6, one of the most controversial topics was that of derivatives and products and their
relationship to PIC and MAT. Examples of derivatives include aromas, biochemicals in cells, resins,
and snake venoms. These compounds are the basis for a wide range of products, from drugs to food
and cosmetic ingredients. Flavanoids, for example, are among the biochemical compounds found to
have unique skin care properties and are now widely used in cosmetic formulations. Alkaloids such as
those found in seeds of coffee, cola, and guarana are other biochemical compounds broadly used in
functional foods and beverages (UEBT, 2010a).

The Bonn Guidelines addressed this discussion in the context of benefit-sharing. Indeed, Paragraph
44(j) of the Guidelines provides an indicative list of typical MAT that includes “provisions regarding
the sharing of benefits arising from the commercial and other utilization of genetic resources and
their derivatives and products”. Paragraph 36 provides an indicative list of information that could be
requested in PIC processes. Amongst others, the list refers to information on the kinds and types of
benefits that could result from obtaining access to the resource, including benefits from derivatives and
products arising from the commercial or other utilization of the genetic resource.

The Nagoya Protocol defines derivative as “a naturally occurring biochemical compound resulting from
the genetic expression or metabolism of biological or genetic resources”. It also covers compounds
that do not contain functional units of heredity. The language used in Article 2(e) of the Protocol resolved
the difficult issue of whether biochemicals would be included in the scope of ABS in addition to the
genetic resources/material per se (that is, material containing “functional units of heredity”) (Glowka et
al., 1994) and, if so, to what extent.

In this context, it is important to understand that the term derivative does not appear outside of Article 2
in any other operative text of the Nagoya Protocol (Tsioumani, 2010, p. 289). However, it appears in the
definition of “biotechnology” in Article 2(d), its reference to biochemicals is shared with the definition of
“utilization of genetic resources” in Article 2(c), and a reference to benefits arising from the utilization
of genetic resources as well as subsequent applications and commercialization is made under Article
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5(1) on benefit sharing (Tsioumani, 2010, p. 289). As a result, derivatives are covered by benefit-sharing
obligations under the Nagoya Protocol, which mirrors the approach applied by Article 44(j) of the Bonn
Guidelines.

Furthermore, it seems that most research on the use of extracts and molecules from plants, as well as
the development and production of pharmaceuticals, cosmetics, or nutraceuticals, is now subject to PIC
and MAT (Oliva, 2011, p. 1224). For the use of derivatives to trigger PIC under Article 6(1) of the Nagoya
Protocol, utilization must be based on the biochemical components of genetic resources. These are
the non-modified chemical components, other than DNA or RNA, formed by the organisms’ metabolic
processes that exist in samples of biological materials (that is, active biological components found in
collected plant material) and that have yet to be modified and used in technological applications.

The definition of “utilization” however, refers to research and development on the biochemical
composition of genetic resources. This linkage between biochemical compounds and genetic resources
has led to some different interpretations, especially as to whether biochemicals must be accessed
simultaneously with access to genetic resources. Therefore, there is no consensus on the situation
of “isolated derivatives” (e.g., an extract from a plant stored in a lab) that have not been accessed
simultaneously with the genetic resources.

Box 9: Differences in Terminology Regarding Derivatives

Members of the Group of Legal and Technical Experts on Concepts, Terms, Working Definitions
and Sectoral Approaches proposed different options for defining derivative:

= A naturally occurring chemical compound (metabolite) produced as a result of the expression
of an organism’s genetic makeup.

= A chemical compound produced by human activity using genetic material.
= Gene segments produced or isolated by human manipulation of genetic material.

m Synthetic gene segments produced by human manipulation (one segment being a derivative
of all the various genetic materials used in its construction).

= Information or knowledge derived from genetic materials in general or a specific gene
sequence in particular.

m Synthetic analogue chemicals or gene segments inspired by a particular naturally occurring
metabolite or gene segment.

m The result of the utilization of a genetic resource through human activity: a) genetic
resources used for research (research not aiming at commercialization), b) products under
development (research and development aiming at commercialization), and c) products
(commercialization).

= The meaning should be mutually agreed between the provider and the user of genetic

resources.
>
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Article 3
Scope

This Protocol shall apply to genetic resources within the scope of Article 15 of the Convention
and to the benefits arising from the utilization of such resources. This Protocol shall also
apply to traditional knowledge associated with genetic resources within the scope of the
Convention and to the benefits arising from the utilization of such knowledge.

A. Background

Article 3 establishes the scope of application of the Nagoya Protocol over access to genetic resources
as well as traditional knowledge associated with genetic resources and the sharing of benefits resulting
from the utilization of such resources and knowledge. The scope of the Nagoya Protocol was one of
the most difficult issues to resolve during the negotiation process, as some countries desired a broad
range of application while others sought to limit the breadth of the Protocol (Chiarolla, 2010; Buck and
Hamilton, 2011; Nijar, 2011a).’

For many countries, it was important to ensure that provisions on scope were broad enough to
cover the most important uses of biodiversity for research and development (Oliva, 2011, p. 1223).
For example, Parties proposed that the scope of the Nagoya Protocol be retroactive and apply to
continuing benefits and benefits from new uses arising from commercial and other utilization of genetic
resources, biological resources, products, derivatives, and traditional knowledge associated with
genetic resources acquired prior to the entry into force of the Convention on Biological Diversity (CBD)
or arising from commercial and other uses taken prior to the coming into force of the CBD. There was
also language proposed on intellectual property rights associated with research and technology arising
from the use of all genetic resources and biological resources, their derivatives and products, and
traditional knowledge associated with genetic resources of indigenous and local communities (ILCs).?

The compromise text proposed by the Japanese Presidency of the tenth meeting of the Conference of
the Parties to the CBD (CBD COP 10) radically simplified the scope and proposed addressing many of
the scoping issues in other articles of the Protocol (e.g., Articles 2, 4, and 8) (Tsioumani, 2010, p. 289).

B. Explanation

Despite its brevity, Article 3 has significant ramifications for the application and implementation of the
Protocol, especially Articles 5 (Fair and Equitable Benefit-Sharing), 6 (Access to Genetic Resources), 7
(Access to Traditional Knowledge Associated with Genetic Resources), and 12 (Traditional Knowledge
Associated with Genetic Resources).

1 See also draft Article 3 in the Draft Protocol in Report of the Second Part of the Ninth Meeting of the Ad Hoc
Open Ended Working Group on Access and Benefit-sharing, UNEP/CBD/COP/10/5/ADD4 for some different
proposals on the scope of the Protocol.

2 Report of WG-ABS 8, UN Doc. UNEP/CBD/WG-ABS/8/8, Annex, Part Il
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Genetic Resources

The first sentence of Article 3 limits the scope of the Nagoya Protocol to genetic resources that fall
within the scope of Article 15 of the CBD and the benefits arising from their utilization. Article 15(1)
of the CBD establishes a sovereign right to legislate over genetic resources. Article 15(3) specifies
that only those genetic resources provided by Parties that are countries of origin or that acquired the
genetic resources in accordance with the CBD can avail themselves of the access and benefit-sharing
(ABS) provisions (Glowka et al., 1994, p. 77; Nijar, 2011a, p. 27; Buck and Hamilton, p. 51). If the
prerequisite is met, Article 15(7) of the CBD supports national measures to ensure the fair and equitable
sharing with the providing Party of results of research and development and the benefits arising from
the commercial and other utilization of genetic resources.

Box 10: Definitions Relevant to the Scope of the Protocol

Apart from the definitions introduced through Article 2 of the CBD (see Box 6), Article 2 of the
Nagoya Protocol includes a few definitions that are important to fully understand the scope of the
Protocol:

m “Utilization of genetic resources” means to conduct research and development on the genetic
and/or biochemical composition of genetic resources, including through the application of
biotechnology as defined in Article 2 of the Convention.

m “Biotechnology” means any technological application that uses biological systems, living
organisms, or derivatives, thereof to make or modify products or processes for specific use.

m “Derivative” means a naturally occurring biochemical compound resulting from the genetic
expression or metabolism of biological or genetic resources, even if it does not contain
functional units of heredity.

The reference to utilization of genetic resources in the first sentence of Article 3 means that the
definition of that term has to be used to clarify the scope of benefit-sharing. Accordingly, it captures
benefits arising from research and development on the genetic and/or biochemical composition of
the genetic resources, including through the application of any technological application that uses
biological systems, living organisms, or derivatives thereof, to make or modify products or processes
for specific use. This includes the use of biochemical compounds resulting from the genetic expression
or metabolism of biological or genetic resources, even if they do not contain functional units of heredity.
While roughly following the benefit-sharing model laid out in Article 15(7) of the CBD, this expands the
material scope of application to naturally occurring biochemical compounds.

Derivatives were mentioned in draft text for Article 3 but were removed as part of the compromise
text put forward by the Japanese COP 10 Presidency (Tsioumani, 2010, p. 289). Thus, Article 3 in its
final version does not use the term derivatives but includes only a reference to utilization of genetic
resources. Still, Article 2 of the Protocol defines both utilization of genetic resources and derivatives
in a way that the Protocol covers a specific type of derivative within its scope: biochemicals (Joseph,
2010, p. 91). Research and development on naturally occurring biochemical compounds resulting
from the genetic expression or metabolism of biological or genetic resources is now covered by
ABS requirements (Kamau, Fedder and Winter, 2010, p. 256). This means that research on the use
of extracts and molecules from plants, as well as the development of pharmaceuticals, cosmetics, or
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nutraceuticals, is covered by requirements for prior informed consent (PIC) and mutually agreed terms
(MAT) (Oliva, 2011, p. 1224). However, it is important to understand that because Article 15 of the CBD
is limited to the utilization of genetic resources and Article 2 of the Nagoya Protocol links utilization
to the genetic and/or biochemical composition of genetic resources, naturally occurring biochemical
compounds accessed independently of genetic resources fall outside the scope of the Protocol.

Furthermore, it has to be noted that Parties agreed to leave human genetic resources outside the
framework of the Nagoya Protocol. However, human genetic resources may be subject to further
consideration by the CBD COP serving as the meeting of the Parties to the Nagoya Protocol.®

Figure 4: Understanding Genetic Resources

A biological organism -
e.g. plant, animal, microbe or
other unit containing functioning genes
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Source : Based on a graph provided by Delphine Morandeau, Ministéere de I’environnement, France,
and Isabelle Clément-Nissou, Groupement interprofessionnel des semences, France.

Genetic resources are defined by the CBD as “genetic material of actual or potential value”. That
definition required further clarification as to what “genetic material” is. The CBD defines genetic material
as “any material of plant, animal, microbial or other origin containing functional units of heredity”.

Functional units of heredity are genes. A gene is a segment of DNA (on a specific site on a chromosome)
that is responsible for the physical and inheritable characteristics or phenotype of a living entity (the
way an organism looks).

3  CBD COP Decision X/1/5
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DNA contains the information for the function and characteristics of living organisms. In this sense,
DNA contains the instructions or information (called genes) needed to conduct cellular components
and the way that living organisms function.

A range of natural biochemical compounds result from the expression of genes. Compounds such as
proteins and enzymes occur within cells — the smallest unit of a living organism — and retain functional
units of heredity. Cells release biochemical compounds necessary for organism function into tissues.
These compounds also retain genetic material.

Finally, other biochemical compounds are produced through human intervention, such as extraction,
concentration, or dilution. These compounds may or may not retain genetic material. Examples include
oils, plant extracts and synthetic (man-made) biochemical compounds.

Traditional Knowledge Associated with Genetic Resources

Article 8()) of the CBD addresses the traditional knowledge, innovations, and practices of ILCs living
traditional lifestyles relevant for the conservation and sustainable use of biological resources. The
second sentence of Article 3 of the Nagoya Protocol refers to a subset of such knowledge innovations
and practices, namely traditional knowledge associated with genetic resources. The sharing of benefits
arising from the utilization of traditional knowledge associated with genetic resources is encouraged by
Article 8(j) of the CBD and covered by Article 3 of the Nagoya Protocol.

Temporal Scope

Negotiations over including the temporal scope of the Nagoya Protocol in Article 3 did not succeed,
and the proposed text in the draft Protocol was abandoned. Thus, the Nagoya Protocol contains no
explicit provision dealing with its temporal scope.

Instead, the default provision on retroactivity of the Vienna Convention on the Law of Treaties applies.
According to Article 28 of that convention, a treaty shall not be applied retroactively unless countries
choose to give a treaty such effect. Additionally, a treaty cannot apply to any act or fact that took place
or any situation that ceased to exist before entry into force of the treaty for that party. This means that
access to genetic resources before the entry into force of the CBD is outside the temporal scope of
the CBD because ABS obligations only came into existence once the CBD entered into force. Also,
to suggest that the Nagoya Protocol applies to situations before the CBD entered into force would be
against the principle of retroactivity.

However, this does not imply that temporal issues have been entirely resolved. One open question is
whether genetic resources and traditional knowledge associated with genetic resources acquired after
the entry into force of the CBD but before the entry into force of the Nagoya Protocol are in the scope
of the Protocol once it enters into force. On the one hand, pre-Protocol access could be considered
a fact that took place or a situation that ceased to exist before the date of the entry into force of the
treaty with respect to that party. On the other hand, Article 3 applies to genetic resources within the
scope of Article 15 of the CBD, which came into force in 1993, and to the benefits arising from their
utilization. Since then, Article 15(5) of the CBD requires PIC for access to genetic resources for their
utilization (unless a Party determines otherwise), and Article 15(7) speaks to benefit-sharing on results
of research and development and benefits arising from the commercial and other utilization of genetic
resources.
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Article 5(1) of the Nagoya Protocol on benefit-sharing provides for Parties to the Protocol to share in a
fair and equitable way benefits arising from the utilization of genetic resources, as well as subsequent
applications and commercialization with the Party legally providing the genetic resource. This entails
sharing benefits arising from new and continuing uses of genetic resources and traditional knowledge
associated with genetic resources when the use took place after the entry into force of the Protocol,
despite cases where the resources/knowledge were acquired after the entry into force of the CBD. This
is not retroactive application of the Nagoya Protocol since the obligation results from new facts, and
the general rule of interpretation on retroactivity states that treaty obligations apply to any fact, act, or
situation that has not ceased to exist.

Thus, in sum, the Nagoya Protocol applies to genetic resources and traditional knowledge associated
with such resources acquired after entry into force of the Protocol for a Party. The Protocol does not
apply to pre-CBD acquisitions of genetic resources or traditional knowledge associated with such
resources. Benefits from genetic resources and traditional knowledge associated with such resources
accessed before the entry into force of the Protocol but after the entry into force of the CBD may also
be regulated by Parties in the case of new and continuing uses.

Geographic Scope

Article 15 of the CBD applies only to genetic resources over which States exercise sovereign rights.
The question therefore arises about what happens outside those limits, in particular in marine areas
beyond national jurisdiction (ABNJ) and Antarctica (see also section E of the Introduction).

= Marine Areas Beyond National Jurisdiction

The relationship between the CBD and the law of the sea is regulated in Article 22(2) of the CBD, which
requires Parties to the CBD to implement measures on the marine environment consistently with their
rights and obligations under the law of the sea. This includes both customary law and that deriving from
the United Nations Convention on the Law of the Sea (UNCLOS). Article 4(a) of the CBD foresees that
its provisions, including Article 15, apply to areas within the limits of national jurisdiction. According
to the UNCLOS, the rights and responsibilities of costal States extend to their internal and territorial
waters, exclusive economic zones, and extended continental shelves, so they are covered by the
scope of the Nagoya Protocol.

With regard to ABNJ - the high seas and the deep seabed - Article 4(b) of the CBD foresees that a
State is also responsible for the regulation of those activities carried out under its jurisdiction or control.
Arguably this could include the exploitation of genetic resources carried out by nationals and ships
sailing under a State’s flag.

However, it is important to note that Article 3 of the Nagoya Protocol refers to the scope of Article 15
of the CBD rather than to the “general” scope of the CBD in its Article 4. This indicates that Parties did
not wish to link the geographical scope of the Nagoya Protocol to the jurisdictional scope of Article 4(b)
of the CBD, since this could have raised the question of whether the Protocol would apply to ABNJ.
Therefore, the starting point for ABS in ABNJ is that it does not fall under the scope of the Nagoya
Protocol (Koester, 2012, p. 16).

m Antarctica

The Antarctic Treaty System is a set of agreements governing the area south of 60° south latitude. Its
main principles are the dedication of Antarctica for peaceful purposes, the continuance of scientific
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investigation, and the preservation of the Antarctic environment (Andersen et al., 2010, p. 21). The
Nagoya Protocol does not currently apply to material collected in the Antarctic Treaty Area (ATA).
Parties to the Antarctic Treaty have agreed not to assert their territorial claims as between themselves,
making material from the ATA like material from ABNJ. Such material is also beyond the jurisdiction
of States that are neither claimants nor Parties to the Antarctic Treaty (Buck and Hamilton, 2011, p.
57). Ultimately, there is no regulation of property rights to living organisms in the Antarctic area and
therefore no party to provide PIC or MAT (Andersen et al., 2010, p. 21).

Box 11: Resources Outside the Scope of the Nagoya Protocol

The following are not covered by the access provisions of Article 15 of the CBD and do not fall
within the definitions found in Article 2 of the Nagoya Protocol and therefore do not trigger ABS
provisions under the Protocol:

m genetic resources used as bulk commodities (typical uses of biological resources);
m genetic resources acquired before the entry into force of the CBD;

m genetic resources acquired from areas beyond the limits of national jurisdiction (e.g., high
seas, deep seabed, Antarctic Treaty Area);

m genetic resources that a Party determines do not require PIC (Article 15(5) of the CBD);
= human genetic resources; and

m derivatives accessed independently of genetic resources.
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Article 4

Relationship with International Agreements
and Instruments

1. The provisions of this Protocol shall not affect the rights and obligations of any Party
deriving from any existing international agreement, except where the exercise of those
rights and obligations would cause a serious damage or threat to biological diversity.
This paragraph is not intended to create a hierarchy between this Protocol and other
international instruments.

2. Nothing in this Protocol shall prevent the Parties from developing and implementing other
relevant international agreements, including other specialized access and benefit-sharing
agreements, provided that they are supportive of and do not run counter to the objectives
of the Convention and this Protocol.

3. This Protocol shall be implemented in a mutually supportive manner with other
international instruments relevant to this Protocol. Due regard should be paid to useful
and relevant ongoing work or practices under such international instruments and relevant
international organizations, provided that they are supportive of and do not run counter to
the objectives of the Convention and this Protocol.

4. This Protocol is the instrument for the implementation of the access and benefit-sharing
provisions of the Convention. Where a specialized international access and benefit-sharing
instrument applies that is consistent with, and does not run counter to the objectives of
the Convention and this Protocol, this Protocol does not apply for the Party or Parties to
the specialized instrument in respect of the specific genetic resource covered by and for
the purpose of the specialized instrument.

A. Background

The Johannesburg Plan of Implementation (JPOI) of the World Summit on Sustainable Development
(2002) provided a general mandate to negotiate an international regime to promote and safeguard
the fair and equitable sharing of benefits arising out of the utilization of genetic resources within the
framework of the Convention on Biological Diversity (CBD), bearing in mind the Bonn Guidelines
(Paragraph 44(o) of the JPOI). Yet Parties were divided between those that sought an overarching
framework instrument on access to genetic resources and the fair and equitable sharing of benefits
resulting from their utilization (ABS) and those that sought an outcome that recognized a broader
international regime on genetic resources, with the Nagoya Protocol as the default instrument (Buck
and Hamilton, 2011, p. 58).

Because the Nagoya Protocol, in principle, applies to all types of genetic resources and all potential
uses, Parties explicitly recognized in Article 4 that relevant ABS provisions also exist in a range of
international instruments and processes outside the CBD (Buck and Hamilton, 2011, p. 58). Article 4
addresses the relationship of the Nagoya Protocol with other relevant international instruments and
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processes related to its objective, content, and operational mechanisms, such as the following (see
also section E of the Introduction):

m International Treaty on Plant Genetic Resources for Food and Agriculture (ITPGRFA);
= International Convention for the Protection of New Varieties of Plants;

= United Nations Convention on the Law of the Sea;

m Antarctic Treaty System;

= World Trade Organization (WTO);

= World Intellectual Property Organization (WIPO);

= World Health Organization (WHO); and

= United Nations Food and Agriculture Organization (FAO) Commission on Genetic Resources for
Food and Agriculture (CGRFA).

Furthermore, Article 4 links the Nagoya Protocol to the work and practices of relevant international
organizations.

Box 12: Definition of Terms: International Agreement, Instrument, and
Organization

Theterm “international agreement” used in Article 4 refers specifically to agreements that create rights
and obligations, formally known as a treaty. By definition, treaties are agreements that are written,
binding (e.g., create legal rights and duties), concluded by States or international organizations
with treaty-making power, and governed by international law. International agreements binding as
international law are often called treaties, agreements, conventions, charters, or protocols.

The term “international instrument” is broader in nature, referring to all written diplomatic documents
established by authorized persons that constitute an international act and define its content.
This could include decisions taken by Parties under the aegis of an international agreement or
international organization that do not qualify as a treaty. While it is not entirely clear whether the
term "instrument" also covers arrangements that are not legally binding (Koester, 2012, note 79),
the use of the term appears to allow greater flexibility in the creation of specialized ABS regimes.

An international organization is an intergovernmental organization. It functions according to its
own rules: the constituent instruments, decisions, and resolutions adopted in accordance with
them and the established practice of the organization. Negotiations may also take place within the
organization to develop new agreements and instruments. They should be paid due regard to in
the mutually supportive implementation of the Nagoya Protocol.

Sources: Vienna Convention on the Law of Treaties between States and International Organizations or between
International Organizations; Parry et al., 2009.
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B. Explanation

1. The provisions of this Protocol shall not affect the rights and obligations of
any Party deriving from any existing international agreement, except where
the exercise of those rights and obligations would cause a serious damage
or threat to biological diversity. This paragraph is not intended to create a
hierarchy between this Protocol and other international instruments.

The first sentence of Paragraph 1 essentially repeats the rule included in Article 22(1) of the CBD: that
the rights and obligations of Parties under existing agreements are not affected except when exercising
those provisions would seriously damage or threaten biological diversity (Glowka et al., 1994, p. 109).
The second sentence addresses an aspect not covered in Article 22 of the CBD but found in other
multilateral environmental agreements (MEAS): a clarification that the provision is not intended to create
a hierarchy between the Nagoya Protocol and other instruments.

Many recent MEAs contain such a clause, sometimes referred to as a “saving clause”, in their Preambles
or operative texts stating the relationship between the treaty and other agreements. When such a
clause appears in the operative text of a treaty, it may indicate specifically how the new agreement
affects the obligations of existing agreements and which agreement prevails in the case of a conflict.
This is because a State is bound to comply with all the treaties to which it is a party and perform them
in good faith (Article 26 of the Vienna Convention on the Law of Treaties). In consequence, States must
ensure that the terms of newly negotiated treaties do not conflict with or override existing obligations
unless clearly intended (Article 30 of the Vienna Convention on the Law of Teaties).

Box 13: Examples of Saving Clauses in Other International Instruments
= Article 311(2) of the United Nations Convention on the Law of the Sea

“This Convention shall not alter the rights and obligations of States Parties which arise from other
agreements compatible with this Convention and which do not affect the enjoyment by other States
Parties of their rights or the performance of their obligations under this Convention.”

= Preamble to the Cartagena Protocol on Biosafety

“Recognizing that trade and environment agreements should be mutually supportive with a view to
achieving sustainable development.”

“Emphasizing that this Protocol shall not be interpreted as implying a change in the rights and
obligations of a Party under any existing international agreements.”

“Understanding that the above recital is not intended to subordinate this Protocol to other
international agreements.”

= Preamble to the International Treaty on Plant Genetic Resources for Food and Agriculture

“Recognizing that this Treaty and other international agreements relevant to this Treaty should be

mutually supportive with a view to sustainable agriculture and food security.” >
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“Affirming that nothing in this Treaty shall be interpreted as implying in any way a change in the
rights and obligations of the Contracting Parties under other international agreements.”

“Understanding that the above recital is not intended to create a hierarchy between this Treaty and
other international agreements.”

= Article 20(1) of the UNESCO Convention on the Cultural Diversity

“Parties recognize that they shall perform in good faith their obligations under this Convention and

all other treaties to which they are parties. Accordingly, without subordinating this Convention to

any other treaty:

a) They shall foster mutual supportiveness between this Convention and other treaties which are
parties; and

b) When interpreting and applying the other treaties to which they are parties or when entering
into other international obligations, Parties shall take into account the relevant provisions of this
Convention.”

It is important to note that the first drafts of the Nagoya Protocol already indicated that the purpose
was not to “subordinate” the Protocol to other international instruments. Article 4(1) of the Protocol
itself reminds States that the intention is not to create a hierarchy with other existing international
agreements (e.g., in favour of the Protocol or of the other agreement). The relationship with new relevant
international agreements is governed by Paragraph 2, and that with specialized instruments on ABS is
regulated in Paragraph 4.

2. Nothing in this Protocol shall prevent the Parties from developing and
implementing other relevant international agreements, including other
specialized access and benefit-sharing agreements, provided that they are
supportive of and do not run counter to the objectives of the Convention and
this Protocol.

Paragraph 2 reflects the fact that during negotiations of the Nagoya Protocol, deliberations or
negotiations of related issues were taking place in different fora and organizations (at FAO, WHO,
WIPO, and WTO). The final outcome of some of them could be a new international agreement on ABS,
such as a sectoral agreement addressing specific types of genetic resources (e.g., a regime focusing
on animal genetic resources could be developed under the FAO umbrella).

The notion that “one size does not fit all” was raised during negotiations of the Nagoya Protocol and
was also considered by the Group of Legal and Technical Experts on Concepts, Terms, Working
Definitions and Sectoral Approaches. The possibility for the development and implementation of new
specialized ABS agreements (that is, a sectoral approach) was supported by some Parties. These
countries suggested the option that the Nagoya Protocol could include a general provision recognizing
existing or future specialized ABS sectoral approaches. These agreements would take priority over
the Protocol at least for the genetic resources or types of uses covered. In practice, several basic
distinctions could be used for the development of national or international regulations, such as the
nature of the application or the intended use (e.g., commercial versus non-commercial, for food and
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agriculture, for pharmaceutical purposes) or the physical nature of the resources or their location (e.g.,
marine, terrestrial, higher plants, microorganisms, found ex-situ or in-situ).

Paragraph 2 reaffirms the right of Parties to develop and implement other relevant international
agreements in general and, in particular, other specialized ABS agreements (existing specialized ABS
systems are addressed in Paragraph 4). It is important to note that the legal capacity of a Party to
develop and implement any international instrument comes from international law directly (see Article
6 of the Vienna Convention on the Law of Treaties). The provision therefore reiterates this principle.

At the same time, however, there was a concern that new international agreements and their
implementation, especially new ABS sectoral agreements, might run counter to the objectives of the
CBD and the Nagoya Protocol, thus creating a loophole and making it difficult to satisfy the demand
for fair and equitable benefit-sharing. Therefore, Paragraph 2 contains a safeguard clause: Parties
may negotiate and implement any new international agreement to the extent that these agreements
are “supportive of and do not run counter to the objectives of the Convention and this Protocol”. This
qualification applies to both general international instruments and specialized ABS agreements and is
subject to Article 30 of the Vienna Convention on the Law of Treaties, which regulates the application
of successive treaties relating to the same subject matter.

3. This Protocol shall be implemented in a mutually supportive manner with
other international instruments relevant to this Protocol. Due regard should
be paid to useful and relevant ongoing work or practices under such
international instruments and relevant international organizations, provided
that they are supportive of and do not run counter to the objectives of the
Convention and this Protocol.

The first sentence of Paragraph 3 addresses the obligation of Parties to implement the relevant
international instruments and the Nagoya Protocol in a mutually supportive manner. The term “mutually
supportive” has taken a particular meaning in the trade and environment context and can be found in
recently adopted MEAs, such as the Cartagena Protocol on Biosafety. The imperative that environmental
treaties and trade objectives must be mutually supportive is also prescribed by Paragraph 92 of the
JPOI. The principle of mutual supportiveness can be used as an interpretative principle governing the
interface between MEAs and related treaties that requires a conciliatory reading of potentially conflicting
rules in those agreements (Pavoni, 2010).

The second sentence of Paragraph 3 is rather unusual in international law as it addresses the
relationship between international treaties and relevant and useful work and practices under other
relevant agreements or international organizations. Several aspects are worth highlighting in this
regard.

First, work could include actions like negotiations, discussions, and resolutions, while practices could
be any type of concrete measures taken to implement an instrument.

Second, Parties should solely pay “due regard” to useful and relevant work or practices, which does
not create a legal obligation to implement the Nagoya Protocol in a mutually supportive manner.
Current practice in international law only recognizes this obligation in relation to binding international
agreements, not to relevant and useful practices or work that have no legal status (Nijar, 2011b, p. 17).

There is also no common view on how regard should be paid, because “ongoing” can be interpreted
as meaning that there is a lack of consensus on the subject matter, which creates legal uncertainty
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(Tvedt and Rukundo, 2010, pp. 19-20; Nijar, 2011b, p. 17). It may therefore simply denote the need to
take into consideration work that, in spite of not being finalized, concluded, or accepted, relates in one
way or another to the Nagoya Protocol. An example of such “ongoing work” could be the discussions
of the WIPO Intergovernmental Committee on Intellectual Property and Genetic Resources, Traditional
Knowledge and Folklore, which were expressly recognized by the tenth meeting of the Conference of
the Parties to the CBD (Decision X/1).

Furthermore, not all kinds of work or practices should deserve due regard, just those that are “useful”
and “relevant”, and provided that they are supportive of and do not run counter to the objectives of the
CBD and the Nagoya Protocol.

It is important to note that Paragraph 3 does not explicitly mention which international instruments and
what work and practices of international organizations are relevant. However, there are indications in
the Preamble of the Nagoya Protocol as to which other instruments and processes are relevant. The
Preamble gives special recognition to the ITPGRFA and its Multilateral System of ABS as well as the
CGRFA in the realm of genetic resources for food and agriculture. It also refers to human health concerns
related to pathogens, which are mainly addressed internationally by WHO, the World Organisation for
Animal Health, and the International Plant Protection Convention. Apart from the WHO International
Health Regulations (IHR 2005), which are mentioned in the Preamble, the WHO Pandemic Influenza
Preparedness Framework might also be covered by this provision as a relevant international instrument
or the practices of a relevant organization to deal with the concern over pathogens that should be given
due regard in the implementation of the Protocol (WHO, 2011; see also Fidler and Gostin, 2011).

Finally, while the obligations to implement the Nagoya Protocol in a mutually supportive manner and to
pay due regard are addressed to the Parties, the particulars of such implementation may be discussed
or negotiated at the Conference of the Parties serving as the meeting of the Parties to the Protocol.

4. This Protocol is the instrument for the implementation of the access
and benefit-sharing provisions of the Convention. Where a specialized
international access and benefit-sharing instrument applies that is consistent
with, and does not run counter to the objectives of the Convention and
this Protocol, this Protocol does not apply for the Party or Parties to the
specialized instrument in respect of the specific genetic resource covered
by and for the purpose of the specialized instrument.

Paragraph 4 is highly relevant to understanding the place of the Nagoya Protocol in international law.
During the course of the negotiations, some negotiators were of the view that the Protocol would be
just another instrument dealing with ABS in addition to, for instance, the ITPGRFA. However, Article
4(4) clarifies that the Protocol is the instrument for implementing the provisions on ABS of the CBD
and that it will not operate in situations where a specialized instrument applies that is consistent with
the objectives of the CBD and the Nagoya Protocol in respect to the specific genetic resource covered
by and for the purpose of the instrument (Buck and Hamilton, 2011, p. 58). This indicates several
conditions that govern the relationship between the Nagoya Protocol and specialized instruments:
Early drafts of the Protocol explicitly excluded the ITPGRFA from the scope of the Protocol, but this did
not make it into the final text. However, Article 4(4) works to exclude the sharing of genetic resources
for food and agriculture covered by the ITPGRFA (Ruiz and Vernooy, 2012, p. 14).

First, the specialized instrument shall be “consistent” with and not run counter to the objectives of the
CBD and the Nagoya Protocol. This is weaker than the other paragraphs of Article 4 in that it is only
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required that a specialized instrument be consistent with rather than supportive of the Protocol. This
is recognition of the fact that a specialized instrument on ABS may include different approaches and
implementing mechanisms that depart from the bilateral approach found in the CBD and the Protocol.

The second condition relates to membership. If a Party is not a Party to the specialized instrument,
then the Nagoya Protocol’s provisions will apply to all transactions of genetic resources. This is, for
example, relevant in the context of the ITPGRFA because some CBD Parties are not Parties to the
ITPGRFA.

Furthermore, the priority given to specialized instruments over the Nagoya Protocol only applies to the
“genetic resources covered by” and “for the purpose of” the specialized instrument (Buck and Hamilton,
2011, p. 58). Regarding the purpose, Article 4(4) makes clear that only uses of genetic resources for the
purposes of the instrument are excluded from the Nagoya Protocol - for instance, uses for food and
agriculture but not for pharmaceutical or other uses in the case of the ITPGRFA. In other words, if a
crop listed in Annex | of the ITPGRFA was used for an unrelated purpose, such as a cosmetic or drug,
the Nagoya Protocol would apply to such use (Buck and Hamilton, 2011, p. 58). Regarding the genetic
resources covered by the specialized instrument, Article 4(4) is not as clear. For example, the scope
of the ITPGRFA is over all genetic resources for food and agriculture, but the scope of the Multilateral
ABS System is much narrower: only the genetic resources included in Annex I. The question therefore
arises as to which one can be considered the resources covered by the ITPGRFA: only Annex | plant
genetic resources or also non-Annex | plant genetic resources included by the Consultative Group on
International Agricultural Research and similar centres (Article 15 of the ITPGRFA)? An interpretation
consistent with the subject matter dealt with in this paragraph may indicate that the latter is correct.
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Article 5
Fair and Equitable Benefit-sharing

1. In accordance with Article 15, paragraphs 3 and 7 of the Convention, benefits arising
from the utilization of genetic resources as well as subsequent applications and
commercialization shall be shared in a fair and equitable way with the Party providing
such resources that is the country of origin of such resources or a Party that has acquired
the genetic resources in accordance with the Convention. Such sharing shall be upon
mutually agreed terms.

2. Each Party shall take legislative, administrative or policy measures, as appropriate, with
the aim of ensuring that benefits arising from the utilization of genetic resources that
are held by indigenous and local communities, in accordance with domestic legislation
regarding the established rights of these indigenous and local communities over these
genetic resources, are shared in a fair and equitable way with the communities concerned,
based on mutually agreed terms.

3. To implement paragraph 1 above, each Party shall take legislative, administrative or policy
measures, as appropriate.

4. Benefits may include monetary and non-monetary benefits, including but not limited to
those listed in the Annex.

5. Each Party shall take legislative, administrative or policy measures, as appropriate, in
order that the benefits arising from the utilization of traditional knowledge associated
with genetic resources are shared in a fair and equitable way with indigenous and local
communities holding such knowledge. Such sharing shall be upon mutually agreed terms.

A. Background

The fair and equitable sharing of the benefits arising out of the utilization of genetic resources -
including through appropriate access to genetic resources, transfer of relevant technologies, and
funding - is at the core of the Convention on Biological Diversity (CBD) (Article 1 of the CBD). Fair and
equitable sharing of benefits is one of three closely interlinked objectives of the CBD. Through benefit-
sharing, the CBD seeks to ensure that the benefits of biodiversity — both monetary and non-monetary -
provide biodiversity-rich countries and communities with the incentives and financial support required
for conservation and sustainable use. In addition, in the context of access to genetic resources,
equitable benefit-sharing has been described as part of a “grand bargain” (Gollin, 1993, pp. 159, 163).
Benefit-sharing can be seen as a logical consequence of the recognition of the rights of countries and
communities over genetic resources and the traditional knowledge associated with those resources.
It also follows from the application of the principle of equity, which would demand that benefits be
shared with all those who contributed to the management, scientific, and development processes that
generated these benefits.
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Yet fair and equitable sharing of the benefits — in spite of its fundamental role in the CBD - has been
largely overlooked in legal and policy implementation. Most legislation, policies, and studies on access
and benefit-sharing (ABS) have considered only one side of the equation, focusing on asserting rights
over genetic resources and traditional knowledge associated with those resources and establishing
access procedures and requirements (Tvedt and Young, 2007). As a result, an important element in
discussions leading to Article 5 of the Nagoya Protocol was the clarification of the triggers, obligations,
and possible approaches towards the fair and equitable sharing of benefits, as well as of the link
between these obligations and access requirements. It is important to note that although Article 5 is
mainly concerned with genetic resources, Paragraph 5 also addresses benefit-sharing in the context
of traditional knowledge associated with genetic resources held by indigenous and local communities
(ILCs).

B. Explanation

1. Inaccordance with Article 15, paragraphs 3 and 7 of the Convention, benefits
arising from the utilization of genetic resources as well as subsequent
applications and commercialization shall be shared in a fair and equitable way
with the Party providing such resources that is the country of origin of such
resources or a Party that has acquired the genetic resources in accordance
with the Convention. Such sharing shall be upon mutually agreed terms.

Paragraph 1 of Article 5 of the Nagoya Protocol, together with Paragraph 3, outlines the obligation to
share the benefits arising from the utilization of genetic resources. Article 5 reaffirms benefit-sharing
requirements established by Article 15 of the CBD. Nevertheless, Article 5(1) uses stronger language on
the obligation to share benefits. In addition, taking into account the definition of “utilization of genetic
resources” in the Protocol, Article 5(1) advances important points in understanding the link between
benefit-sharing and access requirements.

Obligation to Share Benefits

Article 5 of the Nagoya Protocol begins by stating that benefits “shall be shared”. It thus reaffirms
benefit-sharing requirements in the CBD, which obliges Parties to take “legislative, administrative or
policy measures” with the aim of sharing the benefits arising from the utilization of genetic resources with
the Contracting Party providing such resources. Requiring such measures, rather than benefit-sharing
itself, was a recognition that most benefits from the use of genetic resources are generated within the
private sector and would be shared primarily on the basis of mutual agreements (Glowka et al., 1994).
Now, Article 5(1) emphasizes the obligation to share benefits, with Article 5(3) referring to legislative,
administrative, or policy measures as the manner in which this obligation would be implemented.

Utilization of Genetic Resources

Paragraph 1 establishes that the benefits to be shared, in accordance with the scope of the Nagoya
Protocol, are those arising from the “utilization of genetic resources”. The CBD already refers to the
fair and equitable sharing of the benefits “arising from the utilization of genetic resources”. With the
Nagoya Protocol now defining and more clearly distinguishing the “utilization of genetic resources”
from access to those resources, benefit-sharing is confirmed as a separate set of requirements, which
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may or may not be connected to access procedures. The definition of “utilization of genetic resources”,
which could take place long after the acquisition of the genetic resources and involve other countries or
organizations, affects the manner in which access requirements, including prior informed consent (PIC),
are understood and applied (see explanation of Article 6 for a comprehensive analysis of use of the
term “access”). It also means that with research and development on the genetic and/or biochemical
composition of genetic resources, beyond the applicability of access requirements, fair and equitable
benefit-sharing would be pertinent.

Subsequent Applications and Commercialization

Additionally, Article 5(1) refers to the need to share the benefits arising from “subsequent applications
and commercialization”. This reference responds to concerns that benefit-sharing can only be effective
if it extends to products and processes developed along the value chain. During negotiations, there
were different views as to whether and how benefit-sharing requirements covered these products and
processes. This discussion was often linked to the term “derivatives”, which among its various meanings
was also understood as the results of human activities utilizing genetic resources. Article 2 defines a
derivative as a “naturally occurring biochemical compound resulting from the genetic expression or
metabolism of biological or genetic resources” — adopting another of its interpretations. Yet Article 5(1)
clarifies that benefit-sharing requirements cover “subsequent applications and commercialization” of
genetic resources. For example, benefit-sharing obligations extend to the benefits arising from the
characterization and assessment of the medicinal properties of the molecules of a type of berry, the
development of a composition based on these molecules as an ingredient in nutraceutical products,
and the commercialization of such an ingredient. It should be noted, however, that benefit-sharing in
relation to final products was not resolved and is not mentioned in the Nagoya Protocol.

Fair and Equitable

Benefits must be shared “in a fair and equitable way.” Again, this is the same terminology as in Article
15 of the CBD. As in the CBD, the concept of “fair and equitable” is not defined. Arguably, there
could not be a single definition of what is “fair and equitable”, given that the substantive content of
these concepts depends on the particular situation or specific case. As stated by the Bonn Guidelines
on Access to Genetic Resources and Fair and Equitable Sharing of the Benefits Arising out of their
Utilization (the Bonn Guidelines), what is regarded as fair and equitable in the types of benefits and the
benefit-sharing obligations and procedures varies “in light of the circumstances” (Paragraph 45).

Nevertheless, as other international instruments have agreed on factors to assess fairness and equity,
similar criteria could be found in the ABS context. For example, the Bonn Guidelines declare that
benefits should be shared “with all those who have been identified as having contributed to the
resources management, scientific and/or commercial process” (Paragraph 48). Fairness and equity
would thus entail reflecting, in the distribution of benefits, the various proportionate contributions —
be it knowledge, innovation, or value addition — made by individuals, communities, or organizations
to the research, development, or commercialization process that generated these benefits. Another
approach, which could also find basis in the Bonn Guidelines, would be to say that it is the fairness and
equity of the process that defines that of the result. Accurate information on the intended uses, how
the research and development will take place, third-party involvement, and potential benefits — all listed
by the Bonn Guidelines as information that may be required in applications for access — would thus be
factors that allow Parties and other stakeholders to effectively determine what is fair and equitable in
the specific circumstances.
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Party Providing the Resources

According to Paragraph 1, benefits deriving from the utilization of genetic resources must be shared
with the Party providing the resources “that is the country of origin of such resources or a Party that has
acquired the genetic resources in accordance with the Convention”. This language is taken verbatim
from Article 15(3) of the CBD - a provision that excludes two circumstances from benefit-sharing
requirements:

m genetic resources acquired from the provider prior to the entry into force of the CBD, and

= genetic resources illegally acquired after the entry into force of the CBD (for example, if a Party
that obtained genetic resources illegally sought to benefit by providing these resources to a third
Party).

Mutually Agreed Terms

Article 5(1) confirms that the sharing of benefits is based on mutually agreed terms (MAT), as established
in the CBD. MAT constitutes the agreement reached between the providers and users of genetic
resources on the conditions of utilization of the resources and the benefits to be shared. For example,
MAT may cover the conditions, obligations, procedures, types, timing, distribution, and mechanisms
of benefits to be shared, with the Bonn Guidelines and the Nagoya Protocol itself containing guidance
in this regard. In general, negotiations towards MAT have been envisioned as conducted alongside the
PIC process, yet this is not necessarily the case. MAT may be negotiated later, including upon intended
or effective utilization of the genetic resources or achievement of certain research, development, or
commercialization milestones.

2. Each Party shall take legislative, administrative or policy measures, as
appropriate, with the aim of ensuring that benefits arising from the utilization
of genetic resources that are held by indigenous and local communities, in
accordance with domestic legislation regarding the established rights of
these indigenous and local communities over these genetic resources, are
shared in a fair and equitable way with the communities concerned, based
on mutually agreed terms.

Paragraph 2 of Article 5 focuses on the benefits arising from the utilization of genetic resources that
are held by ILCs. The explicit recognition that ILCs may hold rights with regards to genetic resources
has been considered progressive in the context of the Nagoya Protocol (Bavikatte and Robinson,
2011, p. 35). ILCs had long criticized the CBD for only acknowledging States as sovereign over genetic
resources, ignoring the proprietary rights of indigenous peoples in the same territories (Harry and
Kanehe, 2005). The Bonn Guidelines had only gone as far as calling for the respect of the rights of
communities “associated with the genetic resources being accessed” (Paragraph 31). Nevertheless,
the reference in the Bonn Guidelines to the need to respect “the established legal rights of indigenous
and local communities” did provide recognition that such rights existed, paving the way for stronger
language in the Nagoya Protocol. In addition, the United Nations Declaration of the Rights of Indigenous
Peoples (adopted in 2007) recognized the “inherent rights” of indigenous peoples, including in relation
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to their lands, territories, and resources. Integrating such rights into the Nagoya Protocol and providing
substance and meaning to the provisions of the CBD on these issues therefore follows this spirit.!

Nevertheless, the language in Article 5(2) remains less forceful than Article 5(1). Article 5(1) obliges the
sharing of benefits arising from the utilization of genetic resources. Article 5(2) refers to “legislative,
administrative or policy measures, as appropriate, with the aim of ensuring” fair and equitable sharing
of benefits. In addition, Article 5(2) refers to genetic resources held by ILCs “in accordance with
domestic legislation” regarding the “established rights” of these communities over genetic resources.
Benefit-sharing requirements, in the case of genetic resources held by ILCs, are thus linked to domestic
legislation and the recognition of their rights over genetic resources. The question, however, arises
whether in this context the reference to “in accordance with domestic legislation” suggests a focus on
the facilitative role of the State in implementing rights of ILCs over genetic resources rather than on
its determination of these rights. One argument in favour of the first interpretation could be that during
negotiations of the Nagoya Protocol the term “in accordance with domestic legislation” was seen as
less restrictive than “subject to national legislation”, a formulation used in Article 8(j) of the CBD.

3. To implement paragraph 1 above, each Party shall take legislative, adminis-
trative or policy measures, as appropriate.

Paragraph 3 of Article 5 resumes discussion of the benefits derived from the utilization of genetic
resources more generally, incorporating references to legislative, administrative, or policy measures
as possible approaches to implementation of the obligations established in Paragraph 1. As in Article
15(7) of the CBD, which requires all Parties to take measures with the aim of fair and equitable benefit-
sharing, the obligation in Article 5(3) of the Nagoya Protocol extends not only to countries providing
access to genetic resources but also to countries where biodiversity-based research, development,
and commercialization usually take place. As a result, Article 5(3) is closely linked to other provisions of
the Nagoya Protocol on advancing compliance with ABS requirements, including Articles 15, 16, and
17.

Box 14: References to “as appropriate” in Article 5

Article 5 contains references to “as appropriate” in paragraphs 2, 3, and 5. The use of the term was
a source of discord during negotiations of the Nagoya Protocol, as some countries understood it
as implying that States’ obligations to take measures to ensure benefit-sharing are not compulsory.
In all three cases, “as appropriate” does refer to the Parties’ obligations to take measures. This is
worth underlining, particularly in relation to Article 5(5), as there is no potential for such qualification
to affect the recognition of ILCs’ underlying rights. Nevertheless, the most plausible understanding
of the term does not refer to the optional nature of benefit-sharing measures, which would be odd
in a legally binding document with fair and equitable benefit-sharing as its objective. Rather, the
reference to “as appropriate” implies that Parties are free to choose measures, i.e. to pick those
“appropriate”, for implementing benefit-sharing.

1 Buck and Hamilton also note that the recognition in the Nagoya Protocol of that ILCs hold rights over genetic
resources is a result of recent developments within the indigenous peoples’ rights discourse. See Buck and
Hamilton, 2011, p. 48.
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4. Benefits may include monetary and non-monetary benefits, including but not
limited to those listed in the Annex.

The Nagoya Protocol, through Article 5(4), expressly recognizes that there may be both monetary and
non-monetary benefits derived from the utilization of genetic resources. Paragraph 4 also refers to the
Protocol’s Annex, which contains an indicative list of monetary and non-monetary benefits, taken from
Appendix Il of the Bonn Guidelines. Article 15 of the CBD already covered monetary and non-monetary
benefits. In particular, it noted the benefits to be shared as the results of research and development
and those arising from the commercial and other use of genetic resources. Article 15 also referenced
Articles 16 and 19 of the CBD, which address transfer of technology and benefits arising from the
biotechnological use of genetic resources.

The reference to monetary and non-monetary benefits in this paragraph, as well as the extensive
and diverse list of possible benefits in the Annex, highlights the different ways in which research,
development, and commercialization related to genetic resources can be negotiated and structured for
the fair and equitable sharing of benefits. It is important to note that many of the non-financial benefits
listed in the Annex are more direct, immediately available, long-term, and — what is important — suited to
contributing to conservation. In this regard, Paragraph 4 of Article 5 is also closely connected to Article
9 of the Protocol, which stresses the link between benefit-sharing and the conservation of biodiversity
and the sustainable use of its components. In addition, non-monetary benefits are important in trying to
define “win-win” scenarios. They are particularly suited to the application of the principle of “high value
to the provider, low marginal cost to the user”. For example, sharing information on issues such as the
presence of invasive species or illegal fishing in remote areas of a marine reserve, easy for researchers
to assess, can be extremely useful for local authorities monitoring such developments.

5. Each Party shall take legislative, administrative or policy measures,
as appropriate, in order that the benefits arising from the utilization of
traditional knowledge associated with genetic resources are shared in a
fair and equitable way with indigenous and local communities holding such
knowledge. Such sharing shall be upon mutually agreed terms.

Together with Article 7, Article 5(5) constitutes the Nagoya Protocol’s core provision on traditional
knowledge associated with genetic resources. The two provisions thus must be jointly considered and
construed. Article 5(5) addresses the Parties’ obligation to ensure benefit-sharing with ILCs, based
on MAT, when traditional knowledge associated with genetic resources held by them is being used.
Doing so, Article 5(5) — along with Article 7 — indirectly confirms that under the Protocol traditional
knowledge associated with genetic resources vests with the ILCs having generated such knowledge.
This conclusion follows from the Protocol only envisioning benefit-sharing with ILCs in the context of
traditional knowledge associated with genetic resources, and not with Parties.? Although the Preamble
recognizes “unique circumstances” where traditional knowledge associated with genetic resources is
perceived as a broader national heritage, such circumstances are not contemplated in the operative
provisions of the Nagoya Protocol, including regarding access and benefit-sharing requirements.® It
would thus seem that Article 5(5) of the Protocol only pertains to traditional knowledge that can be
traced back to one or more identified ILCs.

2 For a concurring opinion, see Buck and Hamilton, 2011, p. 48.

3 For a criticism of this position of the Nagoya Protocol, see Nijar, 2011a, pp. 28-29.
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Box 15: Rights to Traditional Knowledge Associated with Genetic
Resources within the World Intellectual Property Organization
and the World Bank

The Nagoya Protocol’s position on who holds rights to traditional knowledge associated with
genetic resources is in line with the approach taken in the current negotiations on traditional
knowledge conducted under the auspices of the Intergovernmental Committee on Intellectual
Property, Genetic Resources, Traditional Knowledge and Folklore of the World Intellectual Property
Organization (WIPO), as well as with the World Bank’s Operational Policy on Indigenous Peoples.

The WIPO member states are currently negotiating an international instrument on regulation of
and rights to traditional knowledge (the WIPO Draft TK Instrument). Article 2 of the WIPO Draft TK
Instrument presently contains a number of alternative draft proposals on who are the beneficiaries
of traditional knowledge protection. All of these take the principal position that, as a general rule,
rights to traditional knowledge vest with the indigenous people or local community that have
generated the knowledge, as long as such a people or community can be identified.

In the same vein, the World Bank’s Operational Policy on Indigenous Peoples (OP 4.10) in Paragraph
19 proclaims that indigenous peoples must agree before their cultural resources and knowledge
are commercially developed by hon-members. Further pursuant to Paragraph 19, when a borrower
commercially develops indigenous peoples’ cultural resources and knowledge, there shall be
arrangements enabling benefit-sharing by affected indigenous peoples.

Obligation to Share Benefits

As to the content of the provision, as indicated, Article 5(5) obliges Parties to take measures so that
when traditional knowledge associated with genetic resources is used, benefits arising out of such use
are shared with relevant ILCs. Pursuant to Article 5(5), benefit-sharing with ILCs is thus obligatory. The
language in Article 5(5) is particularly forthright, considering the CBD language on traditional knowledge
associated with genetic resources. The CBD, in Article 8(j), had only required Parties, subject to their
national legislation, to “encourage” the equitable sharing of the benefits arising from the utilization
of traditional knowledge associated with genetic resources. In contrast, Article 5(5) of the Protocol
reinforces the imperative towards benefit-sharing with regard to traditional knowledge associated with
genetic resources. This reflects the growing international recognition of the rights of ILCs to maintain,
control, and develop their traditional knowledge associated with genetic resources, as well as the
obligations of States to take effective measures to recognize and protect the exercise of these rights
(see Article 31 of the United Nations Declaration on the Rights of Indigenous Peoples).

It is also important to note that, compared with other provisions in the Nagoya Protocol, Article 5(5)
contains fewer caveats (regarding the qualification of “as appropriate”, see Box 14). The wording of
Paragraph 5 is also stronger than in other provisions for benefit-sharing in the Protocol. In comparison
with Paragraph 2, for instance, Parties are obliged to take measures for the fair and equitable sharing
of benefits derived from the use of traditional knowledge associated with genetic resources, rather than
more-general measures “with the aim of ensuring” that such benefit-sharing takes place. Moreover,
there are no references to benefit-sharing depending on the existence of specific rights over traditional
knowledge associated with genetic resources, on how these rights were established, or on conformity
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with domestic legislation. As indicated, the reference to traditional knowledge being “held” by ILCs
must be understood to mean that the knowledge can be traced back to one or more ILCs in order for
the Nagoya Protocol to apply.

Utilization of Traditional Knowledge

The Nagoya Protocol does not define “utilization of traditional knowledge”. In both the CBD and the
Protocol, however, requirements on the fair and equitable sharing of benefits aim to recognize and
reward the contribution of the knowledge, innovations, and practices of ILCs towards research and
development on genetic resources. Indeed, traditional knowledge associated with genetic resources
continues to be widely considered in research and development, given that it often reflects useful
information on the properties and management of the components of biodiversity. Article 5(5) clearly
establishes the obligation for Parties to take measures so that, in these cases, there is fair and equitable
sharing of benefits with the ILCs holding the traditional knowledge associated with the genetic resources
utilized.

Mutually Agreed Terms

As in Article 5(1), this paragraph confirms that the sharing of benefits is based on MAT. That is, the
conditions, obligations, procedures, types, timing, distribution, and mechanisms of benefit-sharing
must be agreed upon jointly by the providers and users of the traditional knowledge associated with
genetic resources. Generally, these negotiations are conducted alongside the PIC process, but — as in
the case of the utilization of genetic resources — this is not always or necessarily the case.

Indeed, the extent to which access and benefit-sharing requirements are connected is an issue,
particularly in regards to traditional knowledge associated with genetic resources, linked to the temporal
scope of the Nagoya Protocol. It has been pointed out that the access provisions in the Protocol are
formulated in a way that suggests that they only apply to genetic resources and traditional knowledge
associated with genetic resources accessed following the entry into force of the Protocol. It has also
been argued, however, that from this conclusion it naturally follows that the same applies to the benefit-
sharing provisions (Buck and Hamilton, 2011, p. 57). That is not necessarily the case, however. True,
absent an explicit provision to that effect, the Protocol can hardly be interpreted as having a retroactive
effect in the sense that there shall be benefit-sharing also with regard to past use. However, it is a
different matter if the traditional knowledge associated with genetic resources has been accessed prior
to the Nagoya Protocol but its utilization continues after the Protocol has entered into force. Nothing in
the wording of Article 5(5) suggests that the provision should not apply in such instances.

Monetary and Non-monetary Benefits

Finally, it is worth noting that, despite the sequence of the paragraphs, both monetary and non-
monetary benefits are equally relevant in situations involving the rights, knowledge, and practices of
ILCs. Similarly, there is also a range of measures that Parties, both providers and users of genetic
resources, may take to advance fair and equitable sharing of benefits resulting from the use of traditional
knowledge associated with genetic resources.
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Box 16: The Terms “Traditional Knowledge” and “Indigenous and Local
Communities”

“Traditional knowledge” is not a term of art. There is currently no formal legal definition of the
term, including in the CBD. In negotiations on the Nagoya Protocol, some delegations argued
that it should include a formal definition of traditional knowledge in order to clearly define the
boundaries of the object of protection. Others held that the term was sufficiently self-explanatory
for the purposes of the Protocol, particularly against the backdrop of Article 8(j) of the CBD. The
latter position prevailed. Given the lack of a definition of the term, “traditional knowledge” in the
Protocol must be understood in light of Article 8(j) of the CBD. This suggests that the Protocol,
generally speaking, pertains to knowledge associated with genetic resources developed by ILCs
in a cultural context through their traditional lifestyles (see also the proposals for a definition of
traditional knowledge made during negotiations on the WIPO Draft TK Instrument). Furthermore, it
should be underlined that knowledge does not necessarily need to be old to qualify as traditional.
Instead, the term “traditional” refers to the context in which the knowledge was generated rather
than to when this occurred.

As in the CBD itself, the Nagoya Protocol, including Article 5(5), merges “indigenous peoples” and
“local communities” together under the joint heading “indigenous and local communities”. Although
using the term “ILCs” conforms with standard CBD practice, doing so may not necessarily be
without complications. International law recognizes indigenous peoples as distinct legal subjects.
As international legal subjects, indigenous peoples enjoy certain rights to traditional knowledge
and genetic resources rooted in international legal sources other than the Nagoya Protocol. Debate
on the exact nature and scope of those rights is ongoing. But as the general existence of such
rights is undisputed, the Protocol must be implemented in accordance with these rights. “Local
communities”, on the other hand, are not legal subjects for international legal purposes and hence
cannot benefit from international legal obligations. Consequently, with regard to local communities,
the Nagoya Protocol must be implemented without consideration of international legal sources
relevant to indigenous peoples. The Protocol must of course still interplay with any domestic
constitutions and laws recognizing and awarding rights to local communities. Still, as indigenous
peoples hold underlying rights to genetic resources and traditional knowledge associated with
genetic resources under international law while local communities hold such rights only under
domestic law, the provisions of the Nagoya Protocol referring to ILCs may apply differently for
indigenous peoples and local communities.
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Article 6
Access to Genetic Resources

1. In the exercise of sovereign rights over natural resources, and subject to domestic access
and benefit-sharing legislation or regulatory requirements, access to genetic resources
for their utilization shall be subject to the prior informed consent of the Party providing
such resources that is the country of origin of such resources or a Party that has acquired
the genetic resources in accordance with the Convention, unless otherwise determined
by that Party.

2. In accordance with domestic law, each Party shall take measures, as appropriate, with
the aim of ensuring that the prior informed consent or approval and involvement of
indigenous and local communities is obtained for access to genetic resources where they
have the established right to grant access to such resources.

3. Pursuant to paragraph 1 above, each Party requiring prior informed consent shall take the
necessary legislative, administrative or policy measures, as appropriate, to:

(a) Provide for legal certainty, clarity and transparency of their domestic access and
benefit-sharing legislation or regulatory requirements;

(b) Provide for fair and non-arbitrary rules and procedures on accessing genetic resources;
(c) Provide information on how to apply for prior informed consent;

(d) Provide for a clear and transparent written decision by a competent national authority,
in a cost-effective manner and within a reasonable period of time;

(e) Provide for the issuance at the time of access of a permit or its equivalent as evidence
of the decision to grant prior informed consent and of the establishment of mutually
agreed terms, and notify the Access and Benefit-sharing Clearing-House accordingly;

(f) Where applicable, and subject to domestic legislation, set out criteria and/or processes
for obtaining prior informed consent or approval and involvement of indigenous and
local communities for access to genetic resources; and

(g9) Establish clear rules and procedures for requiring and establishing mutually agreed
terms. Such terms shall be set out in writing and may include, inter alia:
(i) A dispute settlement clause;
(i) Terms on benefit-sharing, including in relation to intellectual property rights;
(iii) Terms on subsequent third-party use, if any; and

(iv) Terms on changes of intent, where applicable.
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A. Background

Prior to the Convention on Biological Diversity (CBD), genetic resources were regarded as freely
accessible without the users’ obligation to share benefits with provider countries. The CBD changed
that perception by confirming that these resources lay under the territorial sovereignty of individual
countries where they were found (Preamble and Articles 3 and 15(1) of the CBD). It implies that States
have the right to determine the rules and conditions of access to genetic resources according to
their national laws including, if existent, access and benefit-sharing (ABS) legislation. The CBD also
subjected access to genetic resources to the prior informed consent (PIC) of the Party providing such
resources, unless otherwise determined by that Party (Article 15(5)) and to mutually agreed terms (MAT)
(Article 15(4)). It nonetheless required States providing genetic resources to facilitate access and not to
impose restrictions that run counter to its objectives (Article 15(2)). In return for access, users of genetic
resources have an obligation to share benefits with providers (Article 15(7)). Genetic resources within
the scope of the CBD thus cannot be treated per se as freely accessible. The CBD defined its scope
of application in Article 15(3) to genetic resources provided by a Contracting Party that is a country of
origin of such resources or a Party that has acquired them in accordance with the CBD.

The CBD thus became the first international instrument that:
= acknowledged the sovereign rights of States over the genetic resources within their jurisdictions,

= acknowledged the authority of States deriving from the sovereign rights to regulate and control
access,

m clarified the link between sovereign rights and access to genetic resources, and

= established the principle of benefit-sharing.

Article 6 of the Nagoya Protocol mainly builds on the various elements of Article 15 of the CBD (under
Paragraphs 1, 2, 3, and 5) that deal with the status of genetic resources and the conditions/requirements
for access. Article 6 is the key provision addressing access to genetic resources in the Protocol. It
stipulates the rights and obligations of providers in regulating access to genetic resources.

Paragraph 1 reaffirms the sovereign right of States over their natural resources and, consequently, the
authority to regulate access to genetic resources according to domestic ABS legislations and regulatory
requirements and subject to the PIC of the Party providing such resources. In Paragraph 2, a new
scenario is introduced that did not exist in the international law of access before the Nagoya Protocol:
the right of indigenous and local communities (ILCs) to determine access to genetic resources where
they have the established right to grant access to such resources. Finally, Paragraph 3, containing
seven subparagraphs, presents a list of measures that Parties providing genetic resources subject to
PIC requirements must take. Under the CBD, no concrete measures were foreseen to facilitate access
to genetic resources and to hinder the imposition of restrictions that run counter to its objectives as
foreseen under Article 15(2) of the CBD. The measures under Article 6(3) of the Nagoya Protocol can
be seen as a concretization of Article 15(2) of the CBD.!

1 See CBD COP 7 Decision VII/19, Document UNEP/CBD/COP/DEC/VII/19.
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B. Explanation

1. In the exercise of sovereign rights over natural resources, and subject to
domestic access and benefit-sharing legislation or regulatory requirements,
access to genetic resources for their utilization shall be subject to the prior
informed consent of the Party providing such resources that is the country of
origin of such resources or a Party that has acquired the genetic resources in
accordance with the Convention, unless otherwise determined by that Party.

Paragraph 1 reaffirms the sovereign rights of States over natural resources. Based on those rights,
States have the authority to regulate and control access to genetic resources subject to their national
ABS legislations or regulatory requirements.

Prior Informed Consent

Article 6(1) of the Nagoya Protocol states that access to genetic resources for their utilization is subject
to the PIC of the Party providing such resources, unless otherwise determined by that Party. The
formulation “subject to the prior informed consent” seems to imply that access requires PIC, which is
the permission given by the Party providing the genetic resource to a user prior to access.

The concept of PIC originated in the early 1980s when the United Nations Food and Agriculture
Organization promoted the International Code of Conduct on the Distribution and Use of Pesticides.?
It is based on the principle that prior to a risky activity, those affected and those authorized to make
decisions should be informed in detail about the potential risks in order to be able to make a fully
informed decision. In this sense, it is used to protect importing States from environmental and health
hazards. Under the CBD, the concept has been used differently. First, it is meant to protect the Party that
provides genetic resources and not the one that acquires them. In other words, the risk addressed by
PIC in the CBD context is legal uncertainty. Second, it precedes consent for access to genetic resources
and their subsequent export from the providing Party. For this, the provider country (represented by its
competent national authority) must be informed in advance and in detail about the planned research or
bioprospecting activity (that is, the access activity). It is on the basis of the information that a potential
user furnishes that the providing Party makes a decision about whether to allow access.

In practice, the providing Party certifies its PIC by issuance of a permit of access. The issuance of a
permit or its equivalent becomes a mandatory requirement under the Nagoya Protocol where access
is subject to PIC (Article 6(3)(e)). The manner, extent, and procedure in which PIC should be obtained
are governed by national access regulations. These may require that PIC be obtained also from other
stakeholders, for example from ILCs, if access is requested to genetic resources for which the ILCs
have the established right to grant access (see Article 6(2)) or to traditional knowledge associated with
genetic resources (see Article 7). The 2002 Bonn Guidelines on Access to Genetic Resources and
Fair and Equitable Sharing of the Benefits Arising out of their Utilization (the Bonn Guidelines) list and
elaborate possible elements of a PIC in Paragraphs 27-40 (see Supplementary Materials).

2 See www.pan-uk.org/archive/Internat/IPMinDC/pmn5.pdf (last visited 8 January 2012).
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The “Conditionality” of PIC

However, it is important to note that Paragraph 1 leaves it to the providing Party to decide whether PIC
shall be required or not. In line with Article 15(5) of the CBD, Article 6(1) of the Nagoya Protocol states
that: “access ... is subject to prior informed consent ... unless otherwise determined by that Party”.
This gives the State a number of options:

s to demand PIC in all cases of access,
= to demand PIC for access to certain types of genetic resources,
» to demand PIC for access to genetic resources for particular purposes, or

= to fully exempt PIC in all cases of access (a Party may also waive PIC but require a notification
of access).

Difficulty arises when the State is silent in regard to access requirements — that is, when it is not
expressly stated whether PIC of the State is required. A reading of Paragraph 1 suggests that PIC
is mandatory unless waived by the relevant Party. In fact, at one point of the negotiation process
the option for this clause was “unless a Party waives its sovereign right through a national decision
posted on the Access and Benefit-sharing Clearing-House”.® Based on this, there is an indication that
the intention of the negotiators was to conclude that as long as a country does not clearly declare
that PIC is not required, it should be assumed that PIC is required. Still, some countries — commonly,
industrialized countries — have traditionally not regulated access to genetic resources. The general
assumption that genetic resources can be accessed in such countries without any need to consult
State authorities is risky. Indeed, it might not be clear why a particular country does not regulate access
- for example, silence might indicate that the country is not yet in compliance with its obligations under
Article 6 (Koester, 2012, note 102). In any case, the entity requiring access to genetic resources should
take a cautious approach similar to cases of silence; that is, it should be assumed that PIC is required
unless the providing Party has clearly given up its right for PIC under Article 6(1) of the Protocol. Some
users, such as the fish industry, even consider it wise to confirm with the national focal point where PIC
has been waived (Ornamental Aquatic Trade Association Ltd, 2011).

Definition of Access to Genetic Resources

The CBD and the Nagoya Protocol do not define “access to genetic resources”. The former only
defines “genetic resources” (Article 2). These are genetic material of actual or potential value. “Genetic
material”
heredity (Article 2). Hence, genetic resources are any material of plant, animal, microbial, or other origin
containing functional units of heredity that possess actual or potential value. They are the parts of
biological resources needed or used for their genetic material and not for their other attributes (Glowka
et al., 1994, p. 76). They are not commodities or goods in trade.

is any material of plant, animal, microbial, or other origin containing functional units of

However, Paragraph 1 states that access to genetic resources is subject to PIC when such resources
are requested with the aim of utilizing them (that is, for their utilization as defined under Article 2 of the
Nagoya Protocol and not for other purposes). The vital question in deciding whether PIC is required is
therefore: For what purpose is access to a natural resource containing genetic resources requested?
Two scenarios are possible:

3  UNEP/CBD/WG-ABS/9/ING/1.
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m Access to a natural resource is requested for its use as a commodity — This means, for example,
that access to a forest is requested for timber extraction or hunting. This request will be out of
the scope of the Nagoya Protocol. It is not covered either by Article 15 of the CBD (Glowka et
al., 1994, p. 76) or by Article 6 of the Nagoya Protocol.

m Access to genetic resources is requested for their utilization as defined under Article 2 — The
request will be within the scope of the Nagoya Protocol and the PIC requirement would be
triggered unless otherwise determined by the Party providing the genetic resources.

Thus, in order to differentiate these two cases, a Party providing genetic resources shall check a
request for access for the utilization of its genetic resources against its ABS legislation or measures.
Nevertheless, the Nagoya Protocol seems to leave some access scenarios unresolved. The regulation
of access to genetic resources for their genetic qualities (that is, not for their use as commodities)
but without a clear link to utilization seems to be unclear. Furthermore, it is unclear how the PIC and
benefit-sharing requirements play out with regard to genetic resources accessed either as commodities
or without a clear link to utilization if an interest in utilizing them arises later.

Regarding the first instance, a reading of Article 6(1) indicates that the Nagoya Protocol does not exclude
access to genetic resources without a clear link to utilization from regulation by the ABS legislation but
rather from the mandatory PIC requirement. Furthermore, Article 3 of the Nagoya Protocol states that
the Protocol shall apply to genetic resources within the scope of Article 15 of the CBD, which subjects
(all) access to genetic resources to the national legislation of the relevant State. A concrete example
of access to genetic resources without a clear link to utilization is access for basic research purposes.
According to Article 8 of the Nagoya Protocol, access for basic research purposes is still subject to
ABS legislation of the Party providing genetic resources (see explanation of Article 8). Consequently,
it can be argued that the Protocol also covers cases of access to genetic resources for their genetic
material but excluding their utilization.

In the second instance, in which an interest in utilizing the genetic resources arises later, the question is
whether it is the taking of a resource that triggers the PIC requirement or (only) the moment where the
intent of using it develops (so-called change of intent). Regarding the first understanding, it is important
to note that the Nagoya Protocol makes numerous references to “access to genetic resources”. A closer
look at these provisions indicates that the Protocol distinguishes two acts: accessing (taking) genetic
resources and using them (see, for example, Paragraph 8 of the Preamble, Article 6(1), and Annex
1(a)). If accessing were synonymous with using, the term “utilization” would be superfluous. While the
Protocol seems to indicate that PIC precedes utilization (best case scenario), cases of utilization prior
to PIC can be imagined as well. In other words, an a posteriori quasi access situation might arise as a
result of a change of the initial purpose of taking/accessing genetic resources — that is, after genetic
resources have left the territory of a Party. This suggests that the PIC requirement can also be triggered
at any downstream stage of research, which supports the latter understanding.

The definition of utilization of genetic resources therefore is useful for interpreting “access to genetic
resources for their utilization”, as it seems to expand the concept of genetic resources to derivatives/
biochemical compounds. That would mean the intent to carry out research and development on
derivatives/biochemical compounds would trigger the PIC requirement. For genetic resources that
are accessed as commodities or for purposes other than utilization from Parties that require PIC for
utilization, the need to include a come-back clause in case the intent changes as well as the importance
of compliance and monitoring measures is therefore clear.

Utilization is therefore vital not only as the trigger for benefit-sharing (see also discussion on Article 5)
but also in the context of access.
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Provider Party

Article 6(1) further states that the provider Party is either the country of origin of such resources or a
Party that acquired the genetic resources in accordance with the CBD.

Article 2 of the CBD defines the country of origin as a country where those genetic resources are found
in in-situ conditions — that is, where they exist within their ecosystems and natural habitats (Glowka et
al., 1994, p. 18). However, some species have existed for a long time away from their original in-situ
conditions and have become part of new ecosystems and habitats. A country where such species
exist would also be regarded as a country of origin (Glowka et al., 1994, p. 18). But there are often
also domesticated and cultivated genetic resources. Domestication and cultivation are the result of
human intervention through selection and breeding of plants, animals, or microbes over centuries in
order to meet human needs. This process gives new or very different traits to these organisms that vary
from those they possessed in in-situ conditions. For such genetic resources, the country of origin is
considered the one where they have developed their distinctive properties (Glowka et al., 1994, p. 18).

A Party would be considered to have acquired genetic resources in accordance with the CBD if MAT
were established and PIC were granted (Article 15(4) and (5) of the CBD). Two situations need to be
distinguished here:

» Where genetic resources were acquired prior to the entry into force of the CBD (before 29
December 1993) — This is a question of scope. The MAT and PIC requirements of the CBD only
became binding after the CBD entered into force. Thus genetic resources acquired before this
moment cannot be considered as having been acquired in violation of the CBD. In addition,
such genetic resources are out of the scope of the CBD in line with the legal principle of non-
retroactivity of treaties that is well established in international law (see also explanation of Article
3). That means the provisions of a treaty cannot bind a Party for acts or facts or for situations
preceding its existence as well as its entry into force for that Party.

= Where genetic resources were acquired by a Party after the CBD entered into force but without
meeting the MAT and PIC requirements of the providing Party — This is a question of legality.
Such acquisition may be referred to as a violation of the CBD if two conditions are fulfilled. First,
access must have taken place after the CBD had entered into force for the Party that acquired
the genetic resources. Second, access to genetic resources of the providing Party must be
subject to the requirement of PIC, as explained before.

A party in possession of genetic resources that were acquired in violation of the CBD requirements
cannot be considered as a provider Party.

Relationship between PIC and MAT

Finally, in the context of Article 6(1) it is also important to understand the relationship between PIC
and MAT. The CBD requires that “[Alccess, where granted, shall be on mutually agreed terms” (Article
15(4)). According to the logic of this Article, MAT would precede PIC, as consent for access follows
(or is based on) MAT. However, MAT could be accomplished within the PIC procedure created by the
provider (Glowka et al., 1994, p. 81). “Mutually agreed terms” clearly indicates that the terms reached
by the parties and upon which access to genetic resources is based should be a result of consensus.
The establishment of MAT, which again are the terms and conditions of ABS (see also explanation of
Article 5), hence is a quasi negotiation phase between the Party providing genetic resources and the
Party requesting access — be it an individual, a company, an institution, a community, or a State. An
indicative list of typical MAT is provided under Paragraph 44 of the Bonn Guidelines (see Supplementary
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Materials). MAT normally form the content of the agreement between the parties, which is often referred
to as a material transfer agreement.

Figure 5: Visualization of ABS Actors and their PIC and MAT Obligations

Prior Informed Consent (PIC)

Provider of GR User of GR

Intermediaries in either provider or user country:

(& associated TK): . S (& associated TK):
. e.g. research institutes, universities, .
ST botanical gardens, ex-situ collections R L el O
Competent Authority 9 ’ institutes, universities

Mutually Agreed Terms (MAT) between provider and user

= Non-commercial or commercial utilization of GR (& associated TK): e.g. basic
research, research and development, development of new pharmaceuticals,
biotechnological products

= Benefit-sharing (monetary & non-monetary): e.qg. royalties, technology
transfer, training

Source: CBD, Frequently Asked Questions on Access and Benefit-Sharing (ABS), at:
www.cbd.int/abs/doc/abs-factsheet-fag-en.pdf.

2. In accordance with domestic law, each Party shall take measures, as
appropriate, with the aim of ensuring that the prior informed consent or
approval and involvement of indigenous and local communities is obtained
for access to genetic resources where they have the established right to
grant access to such resources.

Article 6(2) of the Nagoya Protocol regulates access to genetic resources where the PIC or approval
and involvement of ILCs is required. That is a new approach in the international law of ABS. Under
Article 8(j) of the CBD, States shall, as far as possible and as appropriate, (only) promote the wider
application of traditional knowledge with the approval and involvement of the holders of such knowledge
and encourage the equitable sharing of benefits arising from its utilization. Article 6(2) of the Nagoya
Protocol now acknowledges that the ILCs may have the right to grant access not only to traditional
knowledge associated with genetic resources but also to genetic resources as such — that is, genetic
resources without traditional knowledge associated with them. It also introduces a requirement for PIC
or approval and involvement of the ILCs for access to such resources. In addition, it defines the role of
a Party in the process of obtaining the PIC or approval and involvement of ILCs.
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In Accordance with Domestic Law and as Appropriate

It is important to mention first that there is a mandatory obligation for each Party to take measures with
the aim of ensuring that the prior informed consent or approval and involvement of ILCs is obtained
where they have the established right to grant access to genetic resources. This is indicated by the use
of the term “shall”.

However, the obligation is to be fulfilled “In accordance with domestic law”, a formulation used several
times in the Nagoya Protocol in the context of ILCs (see also Articles 5(2), 7, and 12(1)). This could
imply that each Party is free to determine on its own which measures it shall take. It could also mean
that each Party is at liberty to take measures according to what its domestic law permits or requires.
However, some authors are of the opinion that Article 6(2) limits the State’s role to a facilitative one in
implementing rights of ILCs over genetic resources rather than one of determining these rights. Such an
approach has been considered as more favourable to community rights (Bavikatte and Robinson, 2011,
p. 47). An argument in favour of such an understanding is the language “in accordance with”, which
is different from the language used in Article 8(j) of the CBD, which subjected the Parties’ obligations
vis-a-vis ILCs to national legislation (“subject to ...").

In any case, Paragraph 2 is not prescriptive concerning the measures to be taken by the Parties. It
states that “each Party shall take measures, as appropriate”. Thus, such measures could be legislative,
administrative, or policy measures or any other measures the Party deems appropriate to implement its
obligation under Article 6(2). The focus therefore is not on the type of measures to be taken but rather
on the aim. Therefore it is expected that there will be a diversity of measures from country to country,
depending on national legal systems as well as local circumstances (see also Box 14 on the term “as
appropriate” in the context of Article 5).

Ensuring PIC or Approval and Involvement of ILCs

In taking such measures, each Party should have a concrete aim: to ensure that the PIC or approval
and involvement of ILCs is obtained for access to genetic resources. This confirms that it is not the type
of measure that matters but rather whether such measures are effective to ensure that PIC or approval
and involvement of ILCs is obtained.

It is important to note in this context that Article 6(2) of the Nagoya Protocol seems to give an option
between PIC and approval and involvement, indicating that a Party’s measures could aim at ensuring
that either is obtained. However, it is not always clear what “approval and involvement” mean or entail
and how they differ from PIC (see explanation of Article 7 where these terms first appeared in the
negotiations in regard to access to traditional knowledge associated with genetic resources).

Established Rights of ILCs

The obligation to obtain PIC or approval and involvement of ILCs under Article 6(2), however, is only
triggered where ILCs have the established right to grant access to such resources. In other words, if
ILCs do not have that right, a Party is under no obligation to take measures with the aim of ensuring that
their PIC or approval and involvement is obtained. Once the PIC or approval and involvement obligation
under Paragraph 2 is triggered, Paragraph 3(f) is also triggered.

Article 6(2) of the Nagoya Protocol is built on Paragraph 31 of the Bonn Guidelines, where the established
rights of ILCs associated with genetic resources were first recognized. Still, the use of the formulation
“where they have the established right” is not very clear. Looking back to the negotiations, one view
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is that its origin was the attempt by ILCs to have their rights acknowledged in the Nagoya Protocol
as they are recognized in international law (Bavikatte and Robinson, 2011, p. 46). The Protocol does
not make any direct reference to this effect but notes in the Preamble the existence of the United
Nations Declaration on the Rights of Indigenous Peoples (UNDRIP) and affirms that nothing in the
Protocol “shall be construed as diminishing or extinguishing the existing rights of indigenous and local
communities”. Essentially these paragraphs in the Preamble give an indication that such rights already
exist.

The relevant rights of ILCs under Article 6(2) encompass rights over their territories and the resources
found thereon as well as their PIC (see also explanation of the Preamble). Such rights include those
established by international law as well as domestic law.

= International law — The UNDRIP, for example, is an international law instrument that recognizes
therights of ILCs. However, it should be noted that UNDRIP is not a legally binding instrument and
therefore its implementation by States is voluntary. Furthermore, even those rights recognized
by a legally binding instrument will only have effect at the national level if they are transposed
by a Party into domestic law. Indeed, the Nagoya Protocol does not oblige Parties to implement
other international law instruments.

s Domestic law — Some domestic laws recognize the rights of ILCs over their territories and
resources thereon. If this is the case, then a Party is obliged to take appropriate measures
in accordance with domestic law with the aim of ensuring that the PIC or approval and
involvement of the ILCs is obtained for access to such resources. There is no indication in the
Nagoya Protocol that Parties are obliged to establish rights domestically in regard to ILCs where
such rights are not yet established. But there is also no indication that such rights cannot be
established through domestic law.

Finally, it is important to note that although Article 6(2) obliges only States to take measures to ensure
that PIC or approval and involvement of ILCs is obtained where they have the established right to grant
access to genetic resources, ILCs are not deprived of their rights to take measures within the confines
of relevant domestic law should they have the capacity to do so.

3. Pursuant to paragraph 1 above, each Party requiring prior informed consent
shall take the necessary legislative, administrative or policy measures, as
appropriate, to:

Paragraph 3 should be read and understood in conjunction with Paragraph 1. It means that in regulating
or determining access to genetic resources subject to PIC, a Party providing such resources must take
prescribed legislative, administrative, or policy measures, as appropriate, to create a certain level of
ease and predictability in the access process for users of the resources. As the term “as appropriate”
indicates, a Party is free to take any of the three measures: legislative, administrative, or policy.
Paragraph 3(a)-(g) gives a list of what a Party requiring PIC should aim to achieve with such measures.

If a providing Party does not require PIC, however, this would not imply that it is exempt from the
obligation to facilitate access as required under Article 15(2) of the CBD (Glowka et al., 1994, p. 81).
Indeed, Article 15(2) already obliges each Contracting Party to “endeavour to create conditions to
facilitate access to genetic resources ... and not to impose restrictions that run counter to the objectives
of this Convention”. But the CBD neither specifies nor prescribes specific facilitation measures. It also
uses very soft and unclear legal terminology (“shall endeavour”), which led to different views regarding
the level of voluntariness or involuntariness in the implementation of this obligation.
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It should be recognized that lack of legal clarity was one reason for the development of restrictive
ABS laws in many (traditional) provider countries. Providers mostly took the authority granted under
Article 15(1) of the CBD but did not balance it appropriately with their obligation under Article 15(2).
Consequently, many obstacles and challenges for users were created contrary to what the CBD hoped
to achieve. This caused reluctance to access and use genetic resources and, as a side effect, the loss
of potential benefits for providers of genetic resources and other ABS stakeholders.*

Table 4: Characteristics Identifiable in and Impacts Created by Restrictive
Regulations
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Multiple PICs v v v v v v v
Multiple fees v v v v
Other likely fees v v v v v
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Overlapping v v v v v v v
procedures
Source: Kamau and Winter, 2009.

(a) Provide for legal certainty, clarity and transparency of their domestic access
and benefit-sharing legislation or regulatory requirements;

Subparagraph (a) requires that legislative, administrative, or policy measures taken by a Party provide
for legal certainty, clarity, and transparency. Legal certainty, clarity, and transparency are vital for the
ABS process, as they have the ability to facilitate access to and use of genetic resources and contribute
to MAT in line with the aims of the CBD.®

“Legal certainty” is a national and international law principle that holds that the law must provide those
subject to it with the ability to regulate their conduct with certainty and to protect those subject to
it from arbitrary use of State power. As such, legal certainty entails a requirement for laws not to be
changed suddenly and for decisions to be made according to legal rules — that is, be lawful. It also

4 UNEP/CBD/WG-ABS/4/2.
5 CBD COP 5 Decision V/8, Document UNEP/CBD/COP/5/8.
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serves frequently as the central principle for the development of legal methods by which law is made,
interpreted, and applied (Maxeiner, 2010).

Both civiland common law legal systems recognize the concept of legal certainty. In both legal traditions
it is regarded as grounding value for the legality of legislative and administrative measures taken by
public authorities (Claes et al., 2009, pp. 92-93). However, the degree to which the concept of legal
certainty is incorporated into law depends on national jurisprudence.

The principle of legal clarity is another central tenet of the rule of law as understood around the world
(Zolo, 2007). It requires that all law be sufficiently precise and not contradictory to allow the person
to foresee, to a degree that is reasonable in the circumstances, the consequences of a given action
(Maxeiner, 2010).

Legal transparency aims at clear decision-making processes — that is, it refers to the existence of a
clear set of laws that are freely and easily accessible to all, strong enforcement structures, and an
independent judiciary that is able to offer protection against the arbitrary use of power.

Box 17: The Principle of Legal Certainty in European Union Law

The concept of legal certainty has a long history as a general principle of European Union (EU)
law with application in the practice of the European Court of Justice (ECJ). In its interpretation
of EU law, the ECJ holds that legal certainty requires the law to be certain, in that it is clear and
precise, and foreseeable in its legal implications (especially when applied to financial obligations).
The adoption of laws that will have legal effect in the EU must therefore

have a proper legal basis,

be worded in a way that is clearly understandable by those who are subject to the law,

not take effect before publication (the non-applicability of retroactivity), and

be made public to enable parties to know what the law is and thereby comply with it.

Source: Raitio, 2003; Chalmers et al., 2010.

(b) Provide for fair and non-arbitrary rules and procedures on accessing genetic
resources;

According to Subparagraph (b), a provider State’s rules and procedures on accessing genetic
resources must be “fair” and “non-arbitrary”. Both have to do with the treatment the providing Party
accords to parties that request access to its genetic resources. “Fairness” means that equal treatment
in applications for access to genetic resources is accorded to similar domestic and foreign applicants
and to similar foreign applicants of different Parties. “Non-arbitrariness” is the non-dependence on
arbitrary (that is, individual or one-sided) discretion. It is rather fixed on standards and/or rules of law.
It also means restrained exercise of power.

However, in the exercise of its authority to determine access, a providing Party may develop PIC criteria
pertaining to points of special State interests within which exceptions from non-arbitrary and non-
discriminatory requirements may be freely exercised. In regard to the non-discriminatory requirement,
for example, a Party may choose to develop rules that aim at advancing local, non-commercial
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biodiversity and ecosystem research and education. For this, access rules and procedures may grant
a local user a permit to collect genetic resources in a territory that is of strategic importance to the
country but deny a permit for a foreign user. It may also grant access to genetic resources of a depleted
species for research aimed at restoring the species but deny access to the same for commercial
purposes.

(c) Provide information on how to apply for prior informed consent;

Subparagraph (c) obliges Parties requiring PIC to give guidance to users on how to apply for PIC. Such
guidance may include information on:

= national authorities granting PIC (competent national authorities and/or national focal point),
= specific requirements to fulfil (e.g., application and particular information to be provided),

= specific procedures to follow, etc.

(d) Provide for a clear and transparent written decision by a competent national
authority, in a cost-effective manner and within a reasonable period of time;

Subparagraph (d) spells out the obligation of the providing Party to issue a decision through a competent
national authority in written form. If read separately, the Subparagraph does not give a clear picture of
the decision implied. However, in the logic of Subparagraphs (c) and (e), it is evident that it refers to the
decision to grant PIC. Such a written decision must be:

m clear and transparent,
m provided in a cost-effective manner, and

= taken within a reasonable period of time.

The provision aims to ameliorate some of the challenges that users of genetic resources have sometimes
faced, which include lack of reliability of provider measures, delay in granting decisions, and high
transaction costs. The decision should therefore not be oral but written as well as clear — that is,
readily understood and straightforward in order to avoid varying interpretations by parties. In addition,
it should be cost-effective in terms of the expected benefits overweighing transaction costs and in
general minimizing costs as much as possible. Finally, it should be timely by avoiding undue delay,
which may disadvantage the (potential) user as well as increase transaction costs.

It is difficult to define cost-effectiveness and reasonable time frames in terms of exact money figures or
time duration. In addition, it will be difficult to achieve uniform implementation of these requirements by
all Parties, as existing infrastructures and human resources as well as administrative complexities will
differ from country to country. However, understanding the varying concerns of different users — often
dictated by distinct sectorial attributes — and having a simple and flexible procedure that is able to
address them on a case-by-case basis while avoiding increased bureaucracy could prove very helpful.
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(e) Provide for the issuance at the time of access of a permit or its equivalent
as evidence of the decision to grant prior informed consent and of the
establishment of mutually agreed terms, and notify the Access and Benefit-
sharing Clearing-House accordingly;

Under Subparagraph (e), the provider shall ensure that measures applied allow for the issuance of a
permit or its equivalent to the user at the time of access. Such a permit shall be evidence that PIC was
granted and that MAT were established. The access permit must reflect the terms mutually agreed
between the applicant and one or more competent national authority(ies) or a national focal point. From
the practice of numerous States, such a permit may include the following content:

m description of the species or organisms to be accessed, including their sex and developmental
stage;

m description of the sites where collection is permitted;

= the number and volume of samples that may be collected;

= the time period for which access is granted;

= consent of any group or community involved;

m restrictions on third-party use of the genetic resources subject to the permit;

m requirements for sharing of benefits resulting from use of the genetic resources subject to the
permit;

m provisions guaranteeing the participation of nationals and national institutions in any research
carried out with the genetic resources;

= requirements for technology transfer;

m reporting requirements; and

= any other conditions that the competent national authority(ies) or national focal point may
consider appropriate.

Once the permit has been granted, the same is to be notified by the provider to the Access and Benefit-
sharing Clearing-House (ABS CH) established under Article 14 of the Nagoya Protocol. Such a permit
notified to the ABS CH shall constitute an internationally recognized certificate of compliance (Article
17(2) of the Protocol) and serve as evidence that genetic resources were accessed in accordance with
the PIC of the Party providing such resources and that MAT were established (Article 17(3)).

(f) Where applicable, and subject to domestic legislation, set out criteria and/or
processes for obtaining prior informed consent or approval and involvement
of indigenous and local communities for access to genetic resources; and

Subparagraph (f) requires Parties to develop criteria and/or processes for obtaining PIC or approval
and involvement of ILCs for access to genetic resources (see Paragraph 2). However, not every Party
providing genetic resources is obliged to do so, as the provision’s wording of “where applicable” implies.
As this Subparagraph is directly related to Article 6(2) of the Nagoya Protocol, “where applicable” could
be referring to the fact that the obligation under this Subparagraph only applies to a Party within the
jurisdiction of which ILCs have the established right to grant access to genetic resources.

It is also interesting to note that a Party shall set out such criteria and/or processes “subject to
domestic legislation”. This could mean that each Party has the prerogative to decide which criteria
and/or processes are feasible under its domestic legislation. This means again that there would be a
diversity of such criteria and/or processes due to varying national legislations.
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(g) Establish clear rules and procedures for requiring and establishing mutually
agreed terms. Such terms shall be set out in writing and may include, inter
alia:

Finally, a Party requiring PIC for access to genetic resources for their utilization should aim to develop
rules and procedures for requiring and establishing MAT. That means such a Party must establish
grounds when MAT shall be required and make clear how the terms shall be established - that is, the
procedure the parties must follow to establish them. The provision further demands that such rules and
procedures be clear (see Subparagraph (d) above) and that any terms established by the parties are
put in written form. Written terms help to boost certainty and transparency as they cushion the parties
against sudden change of conditions by either party or unfounded claims.

Subparagraph (g) also provides a short list of terms that may be required by a providing Party as well
as established between parties. The formulation “may include, inter alia” means that these terms do not
form an exhaustive but rather indicative list. It also means the list is not prescriptive, and therefore it is
left to the Parties to decide whether to include them in their MAT or not. Such measures shall likewise
serve as complementary components of the elements under Article 18 of the Nagoya Protocol.

(i) A dispute settlement clause;

This could regulate:

= how notifications of disputes should be served, such as through a sworn statement, fax, or
electronic communication means;

= atimeling;
m options for dispute resolution, such as by negotiation in good faith, mediation, or arbitration;
m the jurisdiction to which the parties will subject any dispute resolution process; and

m applicable law (see also explanation of Article 18(1) of the Nagoya Protocol).

(ii) Terms on benefit-sharing, including in relation to intellectual property rights;

These could clarify:
m forms of benefits to be shared, such as monetary and/or non-monetary,
m shares in percentage or fixed amounts, and

m royalties or milestone payments.

(iii) Terms on subsequent third-party use, if any; and

These could regulate such questions as:
m s the user permitted to transfer the resource(s) to a third party?

m [f yes, under what conditions (that is, what are the obligations of the initial recipient and what are
the obligations of the subsequent recipient)?
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(iv) Terms on changes of intent, where applicable.

These could clarify such questions as:

= How should a user for non-commercial purposes act if commercial potential is discovered and
desired (that is, should the user go back to the provider in order to renegotiate MAT, and do
benefits change from non-monetary to monetary, or should both types of benefits be shared)?

= What happens to vaccines from pathogens accessed under Article 8(b) of the Nagoya Protocol
after emergency situations have ceased?
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Article 7

Access to Traditional Knowledge Associated
with Genetic Resources

In accordance with domestic law, each Party shall take measures, as appropriate, with the
aim of ensuring that traditional knowledge associated with genetic resources that is held
by indigenous and local communities is accessed with the prior and informed consent or
approval and involvement of these indigenous and local communities, and that mutually
agreed terms have been established.

A. Background

Article 7 and Article 5(5) constitute the Nagoya Protocol’s core provisions on traditional knowledge
associated with genetic resources. It is important to note that these core provisions significantly
expand the traditional knowledge and access and benefit-sharing (ABS) provisions of the Convention
on Biological Diversity (CBD). The main ABS provision in the CBD - Article 15 — only covers genetic
resources and does not address traditional knowledge. Furthermore, the CBD provision explicitly
pertaining to traditional knowledge associated with genetic resources — Article 8(j) — is primarily
concerned with the preservation and maintenance of such knowledge. Still, Article 8(j) includes ABS
references that establish a link to Article 15. This link provided a basis for the inclusion of traditional
knowledge associated with genetic resources in the negotiations on the ABS regime. (See the
negotiating mandate agreed at the seventh meeting of the Conference of the Parties to the CBD (Kuala
Lumpur, Malaysia, 2004), which instructed Parties to “elaborate and negotiate an international regime
on access to genetic resources and benefit-sharing with the aim of adopting an instrument/instruments
to effectively implement the provisions in Article 15 and Article 8(j) of the CBD”.)'

Articles 7 and 5(5) formally only address States’ obligations to take measures to ensure benefit-sharing
and adherence with access standards. Still, by identifying indigenous and local communities (ILCs)
as beneficiaries of benefit-sharing and as relevant entities for access agreements, Articles 5(5) and
7 indirectly affirm ILCs as holders of traditional knowledge associated with genetic resources and,
presumably therefore, as holders of rights to such knowledge (see also Box 16 on the terms “traditional
knowledge” and “ILCs”).

The CBD rests on the presumption that States hold sovereign rights to genetic resources. Against
this background, it was expected that with regard to genetic resources, the Nagoya Protocol would
focus on ABS requirements vis-a-vis States, although the Protocol also recognizes that entities other
than States can be holders of genetic resources. With regard to traditional knowledge associated with
genetic resources, the situation is somewhat different. Unlike genetic resources, the CBD does not
proclaim that Parties hold rights to traditional knowledge associated with genetic resources, but it does
not exclude this possibility either. However, Article 8(j) of the CBD through the formulation “knowledge,
innovations and practices of indigenous and local communities” seems to assume that traditional
knowledge associated with genetic resources most often vests with ILCs.

1 COP Decision VII/19 D, “International Regime on Access to Genetic Resources and Benefit Sharing”.
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Against this background, some delegations entered negotiations on the Nagoya Protocol with an
understanding that its access provision on traditional knowledge associated with genetic resources
should recognize ILCs as those entities entitled to approve access. Other delegations were, however,
of the opinion that Parties should have the right to offer prior informed consent (PIC) also with regard
to traditional knowledge associated with genetic resources. The latter opinion was motivated by the
understanding of some Parties that traditional knowledge vests with the State and by the concern of
other Parties that ILCs in their countries lack the capacity to handle PIC processes by themselves and
hence are in need of government assistance in this regard.

These basic positions were reflected in the negotiations on Article 7 of the Nagoya Protocol. The States
arguing for a role of the State in the PIC process generally sought to address their concerns through
various wordings proposed in submissions for draft texts that concluded in the final text of the Protocol
in references to “[ijn accordance with domestic law” and “or approval and involvement”, which derives
directly from Article 8(j) of the CBD, as an alternative wording to PIC.

B. Explanation

Article 7 proclaims that States have an obligation to take measures aiming to ensure that traditional
knowledge associated with genetic resources held by ILCs is accessed with their PIC or approval and
involvement, based on mutually agreed terms (MAT). The obligation of Parties under Article 7 is limited
or qualified in different ways.

Traditional Knowledge Associated with Genetic Resource Held by ILCs

As the explanation to Article 5(5) notes, the scope of the Nagoya Protocol is limited to traditional
knowledge associated with genetic resources held by ILCs. This implies that in as far as the CBD
applies also to traditional knowledge held by entities other than ILCs, the Protocol includes no access
requirements with regard to the latter category of traditional knowledge.

Furthermore, as far as traditional knowledge is concerned, Article 3 clearly limits the Protocol’s
applicability to traditional knowledge associated with genetic resources. It is worth noting that this
is not the same thing as saying that traditional knowledge need always be accessed in combination
with a genetic resource. Instead, it is quite possible that in certain instances, a potential user would
be interested only in the traditional knowledge and not in the genetic resource associated with it. The
Nagoya Protocol, including Article 7, applies to such situations as well. In other words, Parties shall
take measures aiming to ensure compliance with PIC or approval and involvement requirements also
in situations where the State is not involved in the transaction, as no genetic resources are being
accessed.

PIC or Approval and Involvement of ILCs

The key words in the terms “prior informed consent” and “approval and involvement” are “consent”
on the one hand and “approval” on the other hand. “Prior” and “informed” merely provide a helpful
clarification and underline that consent must be voluntarily offered, not coerced or fraudulent. Still,
even in the absence of these qualifiers, “consent” must reasonably be presumed as referring to
genuine consent. In other words, it seems farfetched to conclude that had qualifiers such as “prior” and
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“informed” been absent in Article 7, the provision could have been interpreted as stipulating that any
form of consent is sufficient, even if fraudulent, coerced, etc. In the same vein, the word “involvement”
does not add much meaning to “approval”, as it is hard to see how anyone can approve access without
being involved in the decision-making process. Consequently, a proper understanding of the terms PIC
and “approval and involvement” essentially boils down to a comparison between the terms “consent”
and “approval”.

Generally speaking, “consent” and “approval” have a similar meaning in the English language. There
might be differences in the nuances, but not more significant than it being reasonable to conclude that
the terms “approval” and “consent” have essentially the same meaning when appearing alongside
each other in the Nagoya Protocol. The addition of “or approval and involvement” to the term PIC could
therefore appear redundant.

However, it must be recognized that “consent” may almost be referred to as a term of art, appearing
in the CBD itself as well as in numerous other international instruments pertaining to, for example,
traditional knowledge. This means that PIC has acquired a particular status under international law,
where certain elements automatically attach to the concept, such as, for instance, definitions of what is
implied in “prior” and “informed”. The term “approval”, on the other hand, although appearing in Article
8(j) of the CBD, is rarely employed in international legal instruments, and can hardly be referred to as
a term of art with specific elements automatically attached to it. Consequently, to the extent that PIC
has acquired a particular status under international law, there might be a material difference between
references to “PIC” and to “approval and involvement”. In the same vein, certain domestic jurisdictions
may have a formal definition of PIC. Such States may use the flexibility offered by Article 7 to adopt
the language “approval and involvement” in their ABS legislation, with the exact intent of avoiding the
incorporation of certain elements of the defined concept of PIC into their ABS legislation.

In sum, pursuant to Article 7 of the Nagoya Protocol, ILCs are entitled to determine access to traditional
knowledge associated with genetic resources held by them.2 In implementing the provision, Parties
have the flexibility to opt for measures aiming to ensure either that access is determined based on
PIC or on “approval and involvement”. The distinction is relevant to the extent that PIC has acquired
a distinct meaning either as a term of art under international law or through definitions in national
legislation.

Furthermore, it should be noted that the formulation “prior informed consent or approval and
involvement” appears also in Articles 6(2) and 16 of the Nagoya Protocol. It was introduced there when
informal agreement had been reached on Article 7. Naturally, the understanding of the formulation must
be the same in all three provisions.

In Accordance with Domestic Law and As Appropriate

References to “[ijn accordance with domestic law” and “as appropriate” can also be found in other
provisions of the Nagoya Protocol (see Articles 5(2), 5(5), 6(2), and 12(1)). As explained under Article
5, the reference to “as appropriate” there does not qualify the underlying rights of ILCs to traditional
knowledge associated with genetic resources. Rather, the reference was introduced to offer Parties
flexibility when deciding what sorts of measures to take to implement the provision (see also Box 14

2 For a concurring opinion, see Buck and Hamilton, 2011, p. 55. They observe that access to traditional
knowledge associated with genetic resources can occur following the “agreement” by ILCs. See also p. 48,
where the authors underscore that the holders of traditional knowledge are individuals and communities, not
States.

111



An Explanatory Guide to the Nagoya Protocol

on the term “as appropriate” in the context of Article 5). This understanding equally applies to the
reference of “as appropriate” in Article 7 of the Nagoya Protocol.

Regarding the reference to “[ijn accordance with domestic law”, it has been argued that this reference
in Article 7 implies that the State has a facilitative role in PIC of approval and involvement processes
when ILCs are in need of such support (Bavikatte and Robinson, 2011, p. 45). Others have gone further,
suggesting that the cumulative effect of the references to “as appropriate” and “[ijn accordance with
domestic law” renders the PIC or approval and involvement requirement at the “absolute discretion” of a
Party (Nijar, 2011b, p. 26). However, these positions do not find support in the wording of this provision.
It follows from the structure of Article 7 that the formulation “[ijn accordance with domestic law” refers
only to the manner in which Parties shall take measures. In other words, it is proclaimed that Parties
shall take measures in accordance with national law. This is probably a given in most States, but it now
nonetheless explicitly follows from the Nagoya Protocol. Indeed, the reference to “[ijn accordance with
domestic law” does not qualify States’ material obligation to take measures aiming to ensure that PIC
or approval and involvement requirements are complied with before traditional knowledge associated
with genetic resources held by ILCs is being accessed. For the same reason, it is difficult to see how
the reference to “[iln accordance with domestic law” indicates a facilitative role of the State. That said,
if arelevant ILC is in need of, and requests, the State’s support, it would appear to be in conformity with
Article 7 of the Protocol for the State to offer such support.

In conclusion, some delegations arguing for the inclusion of the references to “[ijn accordance with
domestic law” and “as appropriate” may have intended the language to bring certain meanings to
Article 7 of the Nagoya Protocol. Still, Article 7, as with all other provisions in the Protocol, must as a
starting point be understood in accordance with a reasonable reading of the wording of the provision
(see Article 31 of the Vienna Convention on the Law of Treaties). This implies that Article 7 provides
that Parties shall, if appropriate, take measures (through domestic law) aiming to ensure that ILCs can
consent or approve before traditional knowledge associated with genetic resources held by them is
being accessed, according to MAT.

Obligation to Take Measures

The references to “[ijn accordance with domestic law” and “as appropriate”, as well as the qualifier “aim
of ensuring”, do offer States flexibility when it comes to what measures to take in order to implement
Article 7 of the Nagoya Protocol, and when. First, the fact that States shall only take measures “as
appropriate” implies that States are under no general obligation to take measures. They need only
take measures when there is an identified need for such. In addition, the references to both “as
appropriate” and “[ijn accordance with domestic law” clarify that the State is free to determine what
sorts of measures are most suited to satisfy the identified need. Finally, the measures must merely
“aim” to ensure that traditional knowledge associated with genetic resources is accessed with the PIC
or approval and involvement of ILCs, based on MAT. This indicates that the measures can be of a kind
that generally provides for PIC or approval and involvement. But if the measures fail to accomplish this
task on occasion, this would not amount to a violation of Article 7.

At the same time, it must be noted that the discussed caveats do not offer States the option not to
take measures when there is an identified need for such. Article 7 proclaims that States “shall” take
measures. The obligation is thus mandatory. The flexibility only applies to what measures to take and
the fact that they can be of a nature that does not ensure PIC or approval and involvement in each
instance or that MAT has been established.
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Traditional Knowledge and Intellectual Property Rights

During the negotiations on the Nagoya Protocol, the focus of most delegations was on genetic
resources. Less attention was paid to traditional knowledge associated with such resources. As
is evident throughout the Protocol, negotiators often first sought agreement on how to deal with a
particular issue in the context of genetic resources. Subsequently, the same solution was used also with
regard to traditional knowledge associated with genetic resources. Consequently, little attention was
paid to matters rendering traditional knowledge substantially different from that of genetic resources. In
most instances, addressing traditional knowledge in essentially the same manner as genetic resources
constitutes no problem or is even beneficial, as it brings coherence to the Protocol. But in at least one
respect, the issue of intellectual property rights, it might have been beneficial had the negotiators paid
attention to the particular characteristics of traditional knowledge.

Access to all forms of genetic resources falling under the scope of the Nagoya Protocol requires
PIC from Parties within which the genetic resource is situated or, when applicable, by ILCs having
established rights to such resources. Article 7 also requires the PIC or approval and involvement
of relevant ILCs before any form of traditional knowledge associated with genetic resources within
the general scope provided for by Article 3 is accessed. However, this seems to contrast with the
conventional intellectual property rights system, which has hitherto predominantly informed people of
the extent to which someone can establish exclusive rights over knowledge — or, to be more precise,
over innovations derived from knowledge.

Inherent in the protection offered to human creativity by conventional intellectual property rights are
a number of limitations restricting such rights’ applicability to traditional knowledge in various ways.
For instance, traditional knowledge must first “take the form of” or result in an innovation and, even
so, must be sufficiently novel and must not have been exposed to a wider public prior to registration
to be eligible for patent protection. And even if it meets these demands, patent protection lasts for a
relatively short period of time. These features of the patent system mean that, viewed through the prism
of intellectual property rights, the vast majority of traditional knowledge is found in the so-called public
domain —that is, it is free for anyone to use. In addition, the intellectual property rights system may have
allowed third parties to acquire rights to traditional knowledge originally created by ILCs by using the
knowledge to develop an invention that has in turn been patented.

The way the Nagoya Protocol relates to these features of the intellectual property rights system may be
of considerable importance to its applicability as far as traditional knowledge associated with genetic
resources is concerned. Given the inherent limitations embedded in the conventional intellectual
property rights system, if such norms prevail over the Nagoya Protocol, the Protocol’s access
requirements pertaining to traditional knowledge associated with genetic resources seem to essentially
apply only to traditional knowledge that has not yet been disclosed. That is so because traditional
knowledge as such is not eligible for protection under the intellectual property rights system, and, for
the reasons described, the possibilities of doing so even if the knowledge is included in an innovation
are also limited. If, on the other hand, the Nagoya Protocol takes precedent, the consequence appears
to be that the scope of the public domain is considerably reduced, as far as traditional knowledge
is concerned, as Article 7 does not distinguish between traditional knowledge that has not yet
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been shared with a wider public, that is already publicly available,® and to which third party rights
pertain.

Article 4 supposedly regulates the Protocol’s relationship with other international agreements and
instruments. Article 4(1) declares that the provision does not intend to create a hierarchy between the
Protocol and other international instruments. At the same time, however, the provision proclaims that
the Protocol shall not affect Parties’ rights and duties derived from international agreements entered
into prior to the Protocol, unless these rights and duties cause a serious threat to biodiversity. The
wording seems to suggest that existing intellectual property rights derived from international intellectual
property law — such as patent treaties — pertaining to innovations based on traditional knowledge
are not affected by the Nagoya Protocol, provided that these rights do not cause a serious threat to
biodiversity.

With regard to potential future intellectual property rights instruments — or perhaps more relevant for
the present purposes, to intellectual property rights similar instruments* — pertaining to traditional
knowledge, a different situation occurs. Pursuant to Article 4(2), Parties to the Nagoya Protocol are free
to enter into other international agreements pertaining to traditional knowledge. These must, however,
not cause a serious threat to biodiversity — the qualifier found in Article 4(1) — and they must not run
counter to the objective of the CBD and the Nagoya Protocol. Article 1 of the Protocol clarifies that
appropriate access standards form part of the objective of the Protocol. It would seem, therefore,
that Article 4(2) places certain limitations on the possibility of Parties to the Protocol entering into
future intellectual property rights agreements that affect their obligations to take measures aiming at
ensuring that the PIC or approval and involvement requirements of Article 7 are met. Reasonably, a
future agreement rendering the access requirements set forth in the Nagoya Protocol ineffective must
be regarded as running counter to the objective of the Protocol. The level of limitations that Article 4(2)
establishes with regard to future intellectual property agreements is difficult to determine, however.

Article 4(3) of the Nagoya Protocol clarifies that what has been outlined with regard to Article 4(2) applies
also to international intellectual property rights agreements currently being negotiated. Article 4(3) is
particularly relevant with regard to the international instrument on traditional knowledge currently being
elaborated under the auspices of the Intergovernmental Committee on Intellectual Property, Genetic
Resources, Traditional Knowledge and Folklore (IGC) of the World Intellectual Property Organization
(WIPOQ).

Article 4(4) of the Protocol addresses “specialized international access and benefit-sharing instruments”.
Pursuant to Article 4(4), as a general rule such instruments take precedent over the Protocol for those
Parties that are also Parties to the specialized instrument. As will be discussed below, benefit-sharing
constitutes a central element of the traditional knowledge instrument currently under negotiation
under the auspices of the WIPO IGC. This instrument, if adopted, may hence qualify as a specialized
international ABS instrument, for the purposes of the Nagoya Protocol. Notwithstanding, this would
not, it seems, affect the applicability of the access requirements pursuant to Article 7 of the Nagoya
Protocol, as essentially the same qualifier applies to Article 4(4) as to Articles 4(2) and 4(3). Also pursuant
to Article 4(4), in order to have priority over Article 7 of the Nagoya Protocol a specialized instrument
must be consistent with, and not run counter to, the objective of the CBD and the Nagoya Protocol. In

3  The difference between the terms “publicly available” and “public domain” is, put simply, that the former
denotes only a fact — namely, that traditional knowledge has been disseminated to a wider public. Unlike
“public domain”, “publically available” does not infer that it follows from this fact that the traditional knowledge
is legally free to use.

4 Intellectual property rights similar agreements are more interesting in this context; as such, unlike intellectual
property rights, they potentially can apply directly to knowledge and not just protect innovations.
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other words, Article 4(4) places the same limitations on Parties to the Nagoya Protocol in the WIPO IGC
negotiations on a traditional knowledge instrument that apply in general to future intellectual property
rights and intellectual property rights similar instruments, as discussed above.

In conclusion, Article 7 of the Nagoya Protocol, read in conjunction with Article 4, seems to suggest
that the Protocol does not have an impact on existing intellectual property rights agreements — such as
patent treaties — that have resulted in third parties establishing intellectual property rights to innovations
based on traditional knowledge associated with genetic resources generated by ILCs. Nor does the
Nagoya Protocol affect Parties’ obligations to grant in the future such intellectual property rights under
existing intellectual property rights agreements, provided that such agreements do not cause serious
damage or threat to biodiversity. At the same time, Articles 4(2) through 4(4) of the Protocol place
certain limitations on Parties’ ability to enter into any new intellectual property rights agreements or
intellectual property rights similar agreements that could have an impact on their obligation to take
measures aimed at ensuring that the PIC or approval and involvement requirements of Article 7 are
met. Moreover, once existing intellectual property rights to innovations based on traditional knowledge
associated with genetic resources held by third parties expire, ILCs’ right to offer PIC or approval before
continued use of such traditional knowledge kicks in, as Article 7 applies to all forms of traditional
knowledge as long as that knowledge falls under the scope of the Nagoya Protocol.

Furthermore, it is important to note that Article 7 establishes no limitation as to the term of protection.
Hence, the access requirements established by Article 7 of the Nagoya Protocol apply to traditional
knowledge associated with genetic resources regardless of how long ago the knowledge was
generated or how long the knowledge has been publicly available. Indeed, traditional knowledge need
not necessarily be old, as the description of knowledge as “traditional” refers to the context in which
the knowledge has been generated rather than to when this occurred (see also Box 16). This position
of the Nagoya Protocol is in line with current WIPO processes.

In short, the Nagoya Protocol obliges Parties to take measures aiming at ensuring PIC or approval and
involvement of ILCs not only with regard to traditional knowledge associated with genetic resources
still within their imminent control but also with regard to such knowledge already publicly available, or
— to use intellectual property rights parlance — in the public domain. However, this only applies within
the framework established by Article 4.

Box 18: The WIPO Traditional Knowledge Instrument

The World Intellectual Property Organization’s Intergovernmental Committee on Intellectual Property,
Genetic Resources, Traditional Knowledge and Folklore is engaged in text-based negotiations on
an instrument containing intellectual property rights, or perhaps more likely intellectual property
similar rights, specifically designed for traditional knowledge (draft WIPO TK Instrument). The
current mandate of the WIPO IGC, as determined by the WIPO General Assembly, asks the
Committee to submit to the General Assembly a draft instrument for the effective protection of
traditional knowledge, to be adopted at a WIPO diplomatic conference. It is worth noting that the
WIPO IGC in parallel also addresses genetic resources. Although negotiations are in progress,
certain general conclusions can be gleaned from the present draft, reflecting the current status of
the deliberations.

| 2
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Contrary to the Nagoya Protocol, the draft WIPO TK Instrument places considerable focus on the
scope and the subject matter eligible for protection and on what forms of protection are awarded.
Articles 3 and 6 of the present draft contain a number of alternative proposals. Still, it is evident that
the draft WIPO TK Instrument, in contrast to the Nagoya Protocol, will contain detailed regulations
as to what forms of traditional knowledge enjoy protection, in what way, and to what extent.
Judging by the current draft, it appears likely that the future WIPO TK Instrument will differentiate
between, for example, sacred traditional knowledge and knowledge that is less culturally sensitive,
as well as between secret traditional knowledge and knowledge that is already publicly available.

As to manners of protection, a number of delegations seem to favour a protection system in
which not all traditional knowledge is subject to PIC requirements. Rather, they envisage complete
protection for secret, sacred, and perhaps in other ways culturally sensitive traditional knowledge,
whereas already publicly available traditional knowledge of less sensitive character may merely
be subject to benefit-sharing requirements and formal and public recognition of the source of the
knowledge.
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Article 8
Special Considerations

In the development and implementation of its access and benefit-sharing legislation or
regulatory requirements, each Party shall:

(a) Create conditions to promote and encourage research which contributes to the
conservation and sustainable use of biological diversity, particularly in developing
countries, including through simplified measures on access for non-commercial research
purposes, taking into account the need to address a change of intent for such research;

(b) Pay due regard to cases of present or imminent emergencies that threaten or damage
human, animal or plant health, as determined nationally or internationally. Parties may take
into consideration the need for expeditious access to genetic resources and expeditious
fair and equitable sharing of benefits arising out of the use of such genetic resources,
including access to affordable treatments by those in need, especially in developing
countries;

(c) Consider the importance of genetic resources for food and agriculture and their special
role for food security.

A. Background

Article 8 of the Nagoya Protocol addresses certain cases or situations of access and benefit-sharing
(ABS) in connection with:

m Non-commercial research

During the negotiations of the Nagoya Protocol, the call for a special regime for non-commercial research
was controversial. On the one hand, providers of genetic resources held concerns and perceptions
regarding non-commercial research with respect to change of intent (see below), use of materials
by third parties, and use of research results by commercial entities. On the other hand, the scientific
community had concerns vis-a-vis access requirements and procedures in provider countries. These
concerns centred on the fact that restrictions on access readily impede non-commercial research, as
it does not aim at monetary benefits.

m Emergency cases related to human, animal, or plant health

Another controversial issue during the negotiations was whether the Nagoya Protocol would also apply
to pathogens and, if so, what ABS obligations would be created. ABS related to pathogens is important
in order to address public concerns for human, animal, or plant health in a responsible but also fair and
equitable way. Industrialized countries in particular were concerned that the ability of the international
community to respond to pandemic threats could be limited by the Nagoya Protocol.

= Genetic resources for food and agriculture
Furthermore, as recognized in the Preamble of the Nagoya Protocol, genetic resources play an important

role in food security and sustainable development of agriculture.
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Article 8 seeks special treatment for such cases/situations by requiring each Party to take them into
consideration while developing and implementing ABS legislation or regulatory requirements.

B. Explanation

In the development and implementation of its access and benefit-sharing
legislation or regulatory requirements, each Party shall:

The chapeau of Article 8 indicates that Parties have the mandatory obligation (“shall”) to take measures
foreseen under Paragraphs (a)-(c) at the development and implementation stages of their ABS legislation
or regulatory requirements.

First of all, it is important to note that the provision uses the formulation “development and
implementation” instead of “development or implementation”. This raises the question of whether
Parties that have already developed their ABS legislation or regulatory measures are excluded from
the obligation.

The meaning of the terms “development” and “implementation” is not further clarified in the Nagoya
Protocol. However, both terms are also used under Article 22, on Capacity. Articles 22(4)(a) and (c)
state that “[[[n support of the implementation of this Protocol, capacity-building ... may address ...
[Clapacity to implement, and to comply with the obligations of, this Protocol”, and “[Clapacity to
develop, implement and enforce domestic legislative, administrative or policy measures on access and
benefit-sharing”. These provisions depict a situation in which capacity is required for implementation
of and compliance with an existing ABS legislation (Article 22(4)(a)) and also for development, then
implementation and enforcement (Article 22(4)(c)), due to either the non-existence of any ABS legislation
or its formation still being at a (very) early stage.

As the terms development and implementation were first merged during the eighth meeting of the
Ad Hoc Open-ended Working Group on ABS in connection with the issue of capacity-building,’ it
can be argued that they have a similar meaning in the chapeau of Article 8 as they have under Article
22(4)(a) and (c). Consequently, Parties that have not yet developed any ABS legislation or regulatory
requirements would have to implement their obligation(s) under Article 8 while developing such
legislation or regulatory requirements, whereas those that already have ABS legislation or regulatory
requirements would have to do so while implementing. The latter would involve revision of existing
legislation and regulatory requirements to accommodate this obligation. Hence, an interpretation of
these terms to suggest that only Parties having no ABS legislations or regulatory requirements in place
are under the obligation of Article 8, thus exempting existing legislation and regulatory requirements,
has no ground.

Furthermore, it should be noted that although the chapeau refers to each Party, there is an indication
that not every Party of the Nagoya Protocol must undertake some action under Article 8. The obligation
referred to here is not to coerce a Party to develop and implement ABS legislation or regulatory
requirements, a task that is beyond the mandate of the Nagoya Protocol. Instead, the obligation
seems to be addressed only to Parties that choose to regulate ABS in a specific way, namely through
ABS legislation or regulatory measures. This would exempt other Parties, such as those that take
administrative or policy ABS measures.

1 See UNEP/CBD/WG-ABS/8/8.
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(a) Create conditions to promote and encourage research which contributes to
the conservation and sustainable use of biological diversity, particularly in
developing countries, including through simplified measures on access for
non-commercial research purposes, taking into account the need to address
a change of intent for such research;

Whereas Article 15(2) of the Convention on Biological Diversity (CBD) requests Parties to create
conditions for access for environmentally sound uses that do not run counter to the Convention,
Article 8(a) of the Nagoya Protocol goes one step further. Paragraph (a) requires Parties to create
special conditions in order to promote and encourage research that contributes to the first and second
objectives of the CBD - that is, conservation and sustainable use of biological diversity, especially in
developing countries (see Article 1 of the CBD).

Conditions to Promote and Encourage Research

Article 8(a) does not clearly define what is meant by “conditions”. It only specifies that whatever
conditions a Party creates, the aim should be to promote and encourage research that falls under
Paragraph (a). One condition that can contribute towards promotion and encouragement of such
research is directly identified in the provision — namely, simplified measures on access for non-
commercial research purposes.

Furthermore, it should be noted that the need to facilitate access to genetic resources for environmentally
sound uses as well as to avoid restrictions that impede the implementation of the objectives of the CBD
in line with its Article 15(2) is also underlying Article 6(3) of the Nagoya Protocol. Article 6(3) enumerates
measures that Parties requiring prior informed consent (PIC) must enact in order to ease access to
genetic resources. Non-commercial research would equally benefit from such measures.

Still, it is important to recognize that Article 8(a) of the Protocol provides a stand-alone clause to
exclusively address further, distinct needs of research undertaken for non-commercial purposes. As
no list of other possible conditions has been provided, each Party seems to have a wide discretion to
decide which action to undertake.

Commercial vs. Non-commercial Research

Another challenge in understanding Article 8(a) is the distinction of commercial research from non-
commercial research. This is difficult for the following reasons:
m Both the private sector and research institutions (e.g., universities) can be involved in commercial
as well as non-commercial research.

= Similar research methods and processes are generally used in commercial as well as non-
commercial research.

= Both types of research usually require access to the same biological materials and genetic
resources.

= Both types of research can be beneficial for conservation and the sustainable use of biological
diversity.?

2  UNEP/CBD/WG-ABS/7?INF/6, p. 5.

119



An Explanatory Guide to the Nagoya Protocol

In response to concerns about links to commercial research, the non-commercial research sector
(including museums, funding organizations, botanical gardens, herbaria, universities, genebanks, and
conservation organizations) came together at a workshop in Bonn in 2008 on “Access and Benefit
Sharing in Non-commercial Research”. The participants compiled tangible indicators to separate
commercial from non-commercial research, including the following.®

Commercial research:

= is normally designed to produce at least some results and benefits that will have real or potential
commercial value; and

m creates benefits that are held privately rather than entered into the public domain and are
restricted in different forms.

Non-commercial research:
= normally lacks all of the above characteristics;
= is mostly willing to put the results in the public domain;
m s often publicly or benevolently funded; and

m differs in that certain regulatory measures on commercial research might not be relevant but
rather impose unnecessary time and cost imposts.*

In creating special conditions for non-commercial research, however, it has to be taken into account
that this research or its results can easily be turned to commercial ends, a situation that Parties are also
required to concurrently address in their ABS legislation or regulatory requirements. This is reflected in
the formulation “taking into account the need to address a change of intent for such research”. That
is to say, if the research began with a non-commercial intent (at the time of access), the user should
renegotiate PIC and mutually agreed terms (MAT) in case a commercial intent emerges during the
project (post-access).

In summary, it can be concluded that Article 8(a) of the Nagoya Protocol is centred on two major points:
= the need to provide simplified access rules to pure scientific research and other research for
non-commercial purposes; and
= the need to address the situation of a post-access intent that deviates from MAT at the time of
access through renegotiation of PIC and MAT.

Box 19: Examples of Access Legislation for Non-commercial Research

Many Parties have recognized the importance of facilitating research that contributes to achieving
the objectives of the CBD and have already introduced national access and benefit-sharing
legislation that foresees simplified measures for access for non-commercial research, as the
following examples illustrate.

>

3  UNEP/CBD/WG-ABS/7?INF/6.
4  See UNEP/CBD/WG-ABS/8/INF/6; UNEP/CBD/WG-ABS/8/8.
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Brazil: Certain types of basic research and scientific activities are not subject to access authorizations
when undertaken by authorized Brazilian researchers or research institutions (Resolutions 28/2007
and 30/2008 of the Brazilian Council on GR Management (CGEN)).

Indonesia: There is a less costly online process to obtain access for non-commercial research
projects of less than 30 days, and an even simpler process for Indonesian national researchers
(current interim arrangements in expectation of Draft Law on Traditional Knowledge and Traditional
Cultural Expressions (RUU PTEBT), Draft Law on Protection of Genetic Resources (RUU PSDG)
2012).

Australia: Permits are required for access to biological resources from a Commonwealth area. The
online permit application system provides a facilitated process for access for non-commercial
purposes as opposed to access for commercial/potentially commercial use (The Environment
Protection and Biodiversity Conservation Regulations 2000).

Ethiopia: Ethiopian ABS legislation clearly differentiates between commercial and non-commercial
research with a simplified permit application system for basic non-commercial research and for
foreign university researchers working with an Ethiopian counterpart (Regulation no 169/2009
of Ethiopia’s Access to Genetic Resources and Community Knowledge and Community Rights
Proclamation Act 2006).

Ecuador: Domestic legislation distinguishes between access to genetic resources and access to
biological resources, and there is a simplified procedure for non-commercial research (National
Regulations implementing Decision 391 1996 of the Andean community).

(b) Pay due regard to cases of present or imminent emergencies that threaten
or damage human, animal or plant health, as determined nationally or
internationally. Parties may take into consideration the need for expeditious
access to genetic resources and expeditious fair and equitable sharing of
benefits arising out of the use of such genetic resources, including access to
affordable treatments by those in need, especially in developing countries;

The first sentence in Article 8(b) establishes the obligation of Parties to pay due regard to cases of
emergencies that threaten or damage human, animal, or plant health. The second sentence elaborates
on this obligation by indicating how due regard could be paid in such cases.

Pay Due Regard

It is important to note that although the first sentence of Paragraph (b) includes an obligation (see the
term “shall” in the chapeau), this obligation is limited through the formulation “pay due regard”. This
phrase is not further defined in the Protocol but it is also used in Article 4(3). Under both provisions,
this formulation should be understood in a consistent way. Consequently, under Article 8(b) it does not
create a legal obligation to take specific measures regarding emergency cases, but rather it denotes the
obligation to take such cases into consideration. Such an understanding is supported by the second
sentence of Article 8(b), which explains further the obligation of the first sentence by stating that Parties
“may take into consideration” the need for certain measures in response to emergency cases.
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Present or Imminent Emergencies

In addition, the obligation to pay due regard to emergency cases is further qualified by the terms
“present” and “imminent”. This means that not all kinds of emergency cases deserve due regard, only
those that are present or imminent. “Present” refers to emergency cases that already exist or that have
already occurred, while “imminent” denotes those that have not yet occurred but are likely or about to
occur.’ Whereas the former consist of cases that demand immediate action, the latter refer to cases
that demand preparedness against threats to health that are likely to occur or reoccur, or mitigation or
prevention measures of health cases that can turn into emergency cases. The decision as to whether
a health situation should be regarded as a currently threatening or damaging case or one imminently
bound to arise is to be determined either nationally or internationally.

Expeditious Access

The second sentence of Article 8(b) elaborates on the obligation to pay due regard to present orimminent
cases of emergencies. It states that to address such situations, Parties “may take into consideration”
the need for allowing “expeditious access” to genetic resources.

Before the term “expeditious access” was included in the final text of the Nagoya Protocol, the
alternative formulations, “immediate access” and “simplified measures for access”, were proposed
in draft texts.® This indicates that the intended meaning of expeditious access is somehow different
— namely, that the term “expeditious” implies fast or speedily. Furthermore, the use of “may take
into consideration” gives an indication that each Party has discretion to decide which action to
undertake.

In general, the paragraph does not seem to prescribe any concrete outcome. Whereas it is possible
to consider denial of expeditious access in regard to cases of preparedness for future emergencies,
it is not imaginable for a case determined as a present emergency either nationally or internationally.
Therefore, this clause should probably also be seen as a way of creating room for providers to exercise
their authority to determine access’ whilst at the same time applying reason not to deny expeditious
access in urgent cases.®

Expeditious Benefit-sharing

Parties are required to facilitate expeditious fair and equitable sharing of benefits that arise from the
utilization of the genetic resources accessed expeditiously for the said purpose. One of the forms of
benefits identified here, which is also proportionate to the use to be made of the genetic resources, is
provision of affordable medicines or treatments to those in need, especially in developing countries.

5 See also the application/use of the concept of imminent threat of damage in general, UNEP/CBD/BS/
GF-L&R/3/INF/2.

6  See Cali draft parts I, Il, lll, UNEP/CBD/WG-ABS/9/3, UNEP/CBD/COP/10/5/Add.4 and UNEP/CBD/
COP/10/5/Add.5.

7 See submission by Switzerland concerning expeditious access (“accelerated access procedures”) in
emergency situations under “Recognition of the sovereign rights and the authority of Parties to determine
access”, UNEP/CBD/WG-ABS/8/6/Add.

8 According to the submission by Switzerland, it is likely that the intent was to hinder delay resulting from
access procedures of Parties requiring PIC when a situation presents serious threat, including in regard to
food security.
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Parties may agree to share any other benefits that arise from utilization of such genetic resources.
Again, this obligation is limited through the formulation “may take into consideration” to one that has
to be implemented based on individual discretion of each Party.

In this context, it is important to recall that under Article 4(3), the Nagoya Protocol allows for the
development and use of specialized international instruments in cross-cutting areas to regulate ABS
and requires Parties to pay due regard “to useful and relevant on-going work or practices under such
international instruments and relevant international organizations”. In some cases, that is where a
specialized ABS instrument applies; it exempts or waives the application of the Nagoya Protocol for
the Party or Parties to the specialized instrument “in respect of the specific genetic resources covered
by and for the purpose of the specialized instrument”. The World Health Organization (WHO) has a new
framework agreement, the Pandemic Influenza Preparedness Framework (PIPF),° with two Standard
Material Transfer Agreements (SMTAs) for regulating ABS between the provider and the institutions
within WHO’s Global Influenza Surveillance and Response System (SMTA1) and between WHO and
third parties (SMTA2)."° It is not yet clear whether this framework qualifies as a specialized instrument
in accordance with Article 4(4) of the Nagoya Protocol. However, while implementing their obligations
under Article 8(b), Parties may take into consideration the need to give special treatment to ABS cases
conducted under the PIPF in order to enable the WHO to fulfil its mandate under the International
Health Regulations of 2005.

(c) Consider the importance of genetic resources for food and agriculture and
their special role for food security.

Paragraph (c) refers to “the importance of genetic resources for food and agriculture and their special
role for food security”. The provision does not seem to suggest a strong obligation, as it only requires
Parties to “consider the importance” of those resources and does not demand any specific result or
action.

While developing and implementing their ABS legislation or regulatory requirements to implement
Article 8(c), States may take into consideration two situations in regard to access to genetic resources
for food and agriculture and benefit-sharing. The first one involves plant genetic resources for food and
agriculture listed under Annex | of the International Treaty on Plant Genetic Resources for Food and
Agriculture (ITPGRFA). The second involves all other genetic resources for food and agriculture.

The ITPGRFA is a specialized international ABS instrument regulating issues pertaining to plant genetic
resources for food and agriculture. In order to facilitate ABS for plant genetic resources for food and
agriculture listed under its Annex |, which consist of 64 crops, the Treaty has created a multilateral ABS
system that is in operation.” These crops have been identified according to criteria for food security
and interdependence (Article 11(1) of the ITPGRFA). The facilitation of access to the crops is meant for
the purposes of conservation for research, breeding, and training for food and agriculture. Accordingly,
Parties to the ITPGRFA, in exercise of their sovereign rights, agree not to subject recipients to conditions

9 The Pandemic Influenza Preparedness Framework (Agreement) for the Sharing of Influenza Viruses and
Access to Vaccines and Other Benefits (PIP Framework) was adopted by the World Health Assembly at its
64th meeting in May 2011.

10 WHAG®64.5,24 May 2011, Sixty-Fourth Health Assembly, Pandemic influenza preparedness: sharing of influenza
viruses and access to vaccines and other benefits (Resolution), and WHO A64/8, 5 May 2011, Pandemic
influenza preparedness: sharing of influenza viruses and access to vaccines and other benefits. Report by
the Open-Ended Working Group of Member States on Pandemic Influenza Preparedness (Framework).

11 For details including organization and functionality of the multilateral system see Kamau, 2011.
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of bilateral benefit-sharing and instead to expeditiously make their Annex | plant genetic resources for
food and agriculture available to all and without restrictions according to rules established in an SMTA
(Articles 12 and 13 of the ITPGRFA). The ITPGRFA has created a benefit-sharing fund that is a core part
of the multilateral system and has also set out criteria for sharing benefits as well as distributing funds
(Articles 13 and 19(3)(f) of the ITPGRFA as well as its SMTA).

A reading of Article 4(4) of the Nagoya Protocol suggests that plant genetic resources for food and
agriculture regulated by the ITPGRFA are waived from the provisions of the Nagoya Protocol. A Party to
the Nagoya Protocol that is also a Party to the ITPGRFA may thus consider inserting a clause in its ABS
legislation or regulatory requirements waiving Annex | plant genetic resources for food and agriculture
used for the purposes stated in the ITPGRFA - that is, conservation for research, breeding, and training
for food and agriculture. However, it is important to underline in this context that the ITPGRFA does not
apply to Annex | crops accessed for the purposes of chemical, pharmaceutical, and/or other non-food/
feed industrial uses (Article 12(3)(a) of the ITPGRFA). Therefore, species listed under Annex | would
only be waived if they are used for research and development that leads to a non-food/feed industrial
product. For crops referred to as “multiple-use” crops — that is, crops that can be used for both food
and non-food purposes - it is their importance to food security that determines their inclusion in the
multilateral system and availability for facilitated access, and thus for their waiving.

Parties may also consider other genetic resources for food and agriculture that are important for
food security while developing and implementing their ABS legislation or regulatory requirements
in accordance with the Nagoya Protocol. There is currently ongoing work under the United Nations
Food and Agriculture Organization’s Commission for Genetic Resources for Food and Agriculture to
identify other genetic resources for food and agriculture that are equally important for food security as
those listed under Annex | of the ITPGRFA. At the moment, animal genetic resources,'? forest genetic
resources, aquatic genetic resources, microbial genetic resources, and biochemical agents have been
identified.® In connection to such genetic resources, a Party may consider implementing Paragraph (c)
in conjunction with Article 4(3) of the Nagoya Protocol, which requires due regard to be paid to “useful
and relevant on-going work or practices under ... relevant international organizations” as long as they
are supportive of and do not run counter to the objectives of the CBD.

12  The report of the sixth meeting of the AHWG (UNEP/CBD/COP/9/6) recommended that animal genetic
resources for food and agriculture are accorded special consideration.

13 The report of the sixth meeting of the AHWG (UNEP/CBD/COP/9/6) recommended that animal genetic
resources for food and agriculture are accorded special consideration. In Decision I1X/12 of the ninth meeting
of the Conference of the Parties to the CBD, a clause was adopted requiring special consideration for “[g]
enetic resources within the remit of the FAO Commission on Genetic Resources for Food and Agriculture” in
addition to genetic resources for food and agriculture covered by the ITPGRFA and animal genetic resources.
See also background study papers available at www.fao.org/nr/cgrfa/cgrfa-back/en/?no_cache=1 (last
visited on 31 August 2011).
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Article 9

Contribution to Conservation
and Sustainable Use

The Parties shall encourage users and providers to direct benefits arising from the utilization
of genetic resources towards the conservation of biological diversity and the sustainable use
of its components.

A. Background

Access to genetic resources, their utilization, and even the sharing of resulting benefits do not
themselves guarantee that there will be interest or support for the conservation and sustainable use of
biological diversity. Article 9 of the Nagoya Protocol recognizes the need for Parties to take measures to
promote the flow into sustainable development of the benefits from the utilization of genetic resources.
The inclusion of Article 9 is recognized as an important step in reflecting the interlinkages among the
different objectives of the Convention on Biological Diversity (CBD) (IUCN, 2010).

B. Explanation

Article 1 of the CBD identifies three concerted objectives of the Convention: the conservation of
biological diversity, the sustainable use of its components, and the fair and equitable sharing of the
benefits arising out of the utilization of genetic resources, including by appropriate access to genetic
resources and appropriate transfer of relevant technologies. Furthermore, the list of objectives of the
Bonn Guidelines on Access to Genetic Resources and Fair and Equitable Sharing of the Benefits
Arising out of their Utilization (the Bonn Guidelines) refers to contributing to the conservation and
sustainable use of biological diversity, as well as to promoting the provision of financial resources for
implementation and contributing to poverty alleviation. The Bonn Guidelines also explicitly mention that
“benefits should be directed in such a way as to promote conservation and sustainable use of biological
diversity”. Last but not least, Appendix Il of the Bonn Guidelines, which was incorporated into the
Nagoya Protocol as an Annex, mentions potential benefit-sharing options supporting conservation and
the sustainable use of biological diversity: trust funds supporting conservation and sustainable use of
biodiversity; capacity-building for indigenous and local communities to conserve and sustainably use
their genetic resources; access to scientific information relevant to conservation and sustainable use
of biological diversity; and contributions to the local economy. Yet discussions, legal requirements, and
initiatives related to access and benefit-sharing (ABS) are generally unconnected from conservation
and sustainable use concepts and efforts. Indeed, there is often little consideration of how decisions
and policies on ABS may effectively provide incentives for conservation and sustainable use.

Article 9 of the Nagoya Protocol for the first time provides for measures to be taken to ensure that
benefits deriving from the utilization of biodiversity flow to efforts linked to its conservation and
sustainable use. It foresees a mandatory obligation of all Parties to “encourage users and providers to
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direct benefits arising from the utilization of genetic resources towards the conservation of biological
diversity and the sustainable use of its components.” Article 9 does not define, however, how Parties
must encourage benefits to focus on conservation and sustainable use, nor does it highlight the types
of benefits — particularly non-monetary — with value for conservation and sustainable use in different
circumstances. It therefore gives great flexibility for Parties to implement this obligation.

It should be noted that given the limited information on the effectiveness of benefit-sharing in the
context of conservation and sustainable use of biological diversity (Richerzhagen and Holm-Mueller,
2005), the sharing of information on measures taken under Article 9 through the ABS Clearing-House
(see Article 14) will also be valuable for other Parties and stakeholders trying to enhance the role of
benefit-sharing in the conservation and sustainable use of biodiversity.

Furthermore, it should be noted that despite the fact that Article 9 gives great flexibility to Parties
and does not foresee any specific measures to undertake, its inclusion in the Nagoya Protocol can
be assessed as a positive development towards enhancing the role of ABS in the conservation and
sustainable use of biodiversity and as an important step towards strengthening the link between ABS
and the conservation and sustainable use of biodiversity — that is, all three objectives of the CBD.
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Article 10
Global Multilateral Benefit-sharing Mechanism

Parties shall consider the need for and modalities of a global multilateral benefit-sharing
mechanism to address the fair and equitable sharing of benefits derived from the utilization
of genetic resources and traditional knowledge associated with genetic resources that occur
in transboundary situations or for which it is not possible to grant or obtain prior informed
consent. The benefits shared by users of genetic resources and traditional knowledge
associated with genetic resources through this mechanism shall be used to support the
conservation of biological diversity and the sustainable use of its components globally.

A. Background

Though not unprecedented, the idea of a multilateral approach to situations in which requirements
linked to access to genetic resources and the sharing of benefits resulting from their utilization cannot
be met on a bilateral level was only a last-minute addition to the text of the Nagoya Protocol. Article 15(7)
of the Convention on Biological Diversity (CBD) already contains an indirect reference to a multilateral
approach — namely, the consideration of the financial mechanism under the Convention as a plausible
instrument for benefit-sharing. For years, a multilateral approach had also been mentioned during
negotiations towards an international regime as a possible solution for situations in which compliance
with access and benefit-sharing (ABS) requirements was too complex from a political or practical
perspective (see Nijar, 2011b, p. 32). It was noted that a global fund could be used to address cases,
for example, in which genetic resources had been accessed prior to the new international rules on ABS
or in which the traditional knowledge utilized was dispersed across national boundaries.

Yet Article 10 emerged in the context of the final compromise language of the Nagoya Protocol. In this
regard, and apart from the significance of the issues addressed in the provision, its introduction must
be understood as part of a strategy geared towards pushing aside some difficult issues during the
Protocol’s concluding negotiations. Article 10 was constructed as a “catch-all” provision, which would
also defer or bypass the definition of fundamental yet controversial topics such as the temporal and
geographical scope of the Protocol.

This background to Article 10 is relevant as an indication of the opportunities and challenges in its
implementation. In terms of opportunities, a multilateral mechanism for benefit-sharing, which already
exists in other frameworks, could prove a useful element in facilitating and ensuring benefit-sharing
in certain scenarios that have so far escaped bilateral solutions. Nevertheless, there is enduring
controversy around the issues that Article 10 expressly and implicitly addresses. Navigating these
political differences will be a challenge as countries seek to determine the need for a global multilateral
benefit-sharing mechanism and its modalities in order to complement bilateral arrangements and
enhance benefit-sharing under the Nagoya Protocol.
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B. Explanation

Article 10 of the Nagoya Protocol calls on Parties “to consider the need for and modalities of a global
multilateral benefit-sharing mechanism”. The Protocol therefore does not create a global multilateral
benefit-sharing mechanism but rather instructs Parties to deliberate on whether such a mechanism
would be required and, if so, how it would operate. Issues likely to dominate these discussions, which
already surface in an analysis of the text of Article 10, include:’

= the need for a global multilateral benefit-sharing mechanism, taking into account that Article 10
refers to transboundary situations and situations where it is not possible to grant or obtain prior
informed consent (PIC); and

= modalities of a global multilateral benefit-sharing mechanism, taking into account that Article
10 refers to benefits being shared through this mechanism as a means to support biodiversity
conservation and the sustainable use of its components.

It is also relevant to point out that the Article 10 reference to considering the needs and modalities has
an important precedent in the CBD context. It was similar language in Article 19(3) of the CBD that
instructed Parties to “consider the need for and modalities of a protocol” for the safe transfer, handling,
and use of living modified organisms, which resulted in the negotiation and adoption of the Cartagena
Protocol on Biosafety. Pursuant to Article 19(3), the Conference of the Parties of the CBD established an
Ad Hoc Open-ended Working Group on Biosafety to develop the protocol, which was adopted — after
six years of negotiations — in 2000.2 In the process leading up to the Cartagena Protocol on Biosafety,
the working group was given terms of reference on the basis of which to operate. Work to consider the
needs and modalities of a global multilateral benefit-sharing mechanism may be launched and directed
in a similar manner. Moreover, Article 10 already establishes certain parameters for future discussion,
including mentions of the objective of the sharing of benefits and the situations the mechanism would
cover. Nevertheless, the text of Article 10 makes clear that the ultimate existence and shape of any
multilateral mechanism is open for discussion.

Need for a Global Multilateral Benefit-sharing Mechanism

Regarding the need for a global multilateral benefit-sharing mechanism, Article 10 of the Nagoya
Protocol suggests two situations to which such a mechanism could apply: transboundary situations
and situations where it is not possible to grant or obtain PIC. The need for a global multilateral benefit-
sharing mechanism may be considered in relation to these situations, to other circumstances in which
the application of ABS principles to access and utilization of genetic resources need to be facilitated,
or to issues such as possible advantages and disadvantages of a multilateral over a bilateral approach.

= Transboundary situations

The first situation is the utilization of genetic resources and traditional knowledge associated with
genetic resources that occur in transboundary situations. Biodiversity follows natural rather than political
borders. Plant and other species are often, if not regularly, distributed across multiple countries and

1 Executive Secretary of the Convention on Biological Diversity (CBD), Synthesis of views with respect to the
need for and modalities of a global multilateral benefit-sharing mechanism (Article 10), UNEP/CBD/ICNP/2/7,
2 March 2012.

2 CBD, Consideration of the Need for and Modalities of a Protocol for the Safe Transfer, Handling and Use of
Living Modlified Organisms, Decision II/5 (retired), Second Ordinary Meeting of the Conference of the Parties
to the Convention on Biological Diversity, 6 — 17 November 1995 - Jakarta, Indonesia.
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regions (see, e.g., UEBT, 2010b). On the basis of the bilateral approach to ABS established by the CBD
and the Nagoya Protocol, access to genetic resources for their utilization is subject to the PIC of the
country of origin that is in fact providing the genetic resources, not all the countries that possess those
genetic resources in in-situ conditions. Yet in certain circumstances, the bilateral approach to ABS
could raise questions of equity and support for the conservation and sustainable use of biodiversity.

Article 11 of the Nagoya Protocol, on Transboundary Cooperation, provides an approach for dealing with
such circumstances. Pursuant to Article 10, Parties will have to determine whether a global multilateral
benefit-sharing mechanism is needed as a complementary approach. For example, a global multilateral
benefit-sharing mechanism might serve to discharge benefit-sharing obligations in cases in which an
individual or organization not involved in the original acquisition of the genetic resources is utilizing
them without being able to trace back the provider country among the several countries of origin.

m Situations where it is not possible to grant or obtain PIC

The second situation foreseen in Article 10 involves cases in which it is not possible to grant or obtain
PIC. In the view of certain governments and other stakeholders, the entry into force of the Nagoya
Protocol should establish procedures for obtaining PIC in all cases in which such consent is legally
required. For other governments and stakeholders, there may be several situations where it is not
possible to grant or obtain PIC.

For instance, it would not be possible to obtain PIC for the utilization of genetic resources obtained
from a country that has decided not to establish access requirements. Another possible instance
would be in cases in which there is utilization of genetic resources from ex-situ collections with no
information on country or countries of origin. Although ex-situ collections, such as gene banks and
other repositories of biological or genetic material, increasingly maintain information about where and
when a sample was collected, such information does not always allow identification of the country of
origin of the genetic material utilized or the pertinent PIC to be obtained. In these circumstances, a
global multilateral benefit-sharing mechanism would nevertheless allow discharge of benefit-sharing
requirements.

Discussion of cases in which it is not possible to grant or obtain PIC is also closely linked to issues
certain countries considered unresolved under the Nagoya Protocol — particularly its temporal scope.
An international instrument does not apply retroactively — that is, it cannot be binding to acts that
took place before or situations that ceased to exist prior to its entry into force. Nevertheless, new
benefits arising from prior or ongoing uses could be considered as new situations for benefit-sharing
requirements — though access requirements would not apply retroactively. A global multilateral benefit-
sharing mechanism could potentially cover these cases, although strongly opposed views endure as
to how ABS requirements apply to genetic resources accessed prior to the entry into force of the CBD
and the Nagoya Protocol (see also discussion on Article 3).

m Other situations

There are also situations beyond the two sets of circumstances mentioned in Article 10 in which a global
multilateral benefit-sharing mechanism could apply. Countries could decide to create a mechanism
that applies to cases in which there are no legal obligations to share benefits but users of genetic
resources choose to do so for ethical, corporate responsibility, or marketing reasons.

Article 10 discussions could also take into consideration the lack of practicality of obtaining PIC. That
is, it could provide a way to comply with relevant Nagoya Protocol requirements in cases in which
Parties do not have operational ABS systems or provide no solutions for specific circumstances, such
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as, for instance, the use of disseminated traditional knowledge associated with genetic resources.
In these circumstances, a multilateral approach would entail advantages such as viable solutions for
difficult problems in ABS, more reasonable transaction timelines and costs, and innovative financial
mechanisms for conservation and sustainable use of biodiversity. Nevertheless, consideration of the
range of circumstances in which there might be a need for a global multilateral benefit-sharing mechanism
is likely to prove politically challenging, given the link with broader discussions on interpretation of the
objective, scope, and obligations of the Nagoya Protocol.

Modalities of a Global Multilateral Benefit-sharing Mechanism

Article 10 of the Nagoya Protocol furthermore states that Parties shall consider the modalities for a global
multilateral benefit-sharing mechanism and that the benefits to be shared by such a mechanism must
be used to support the conservation of biological diversity and the sustainable use of its components
globally. Indeed, the modalities of a global multilateral benefit-sharing mechanism may be considered
in relation to the ultimate goal of the worldwide conservation and sustainable use of biodiversity. The
need to advance conservation and sustainable use would provide an important parameter to define the
functioning, governance, and accountability of a global multilateral benefit-sharing mechanism.

Discussions on potential modalities may also take into account existing benefit-sharing mechanisms
at the multilateral level. In this regard, the most important precedent is the Multilateral System for ABS
established by the International Treaty on Plant Genetic Resources for Food and Agriculture (ITPGRFA),
which entered into force in 2004. The Multilateral System under the ITPGRFA is a global pool of plant
genetic resources for food and agriculture, focused on a select group of crop species for which access
for research and breeding is facilitated, subject to benefit-sharing in cases in which further research
and breeding is restricted. Nevertheless, governments and other stakeholders have pointed out basic
differences between this Multilateral System and a global multilateral benefit-sharing mechanism,
including:®

= Benefit-sharing under the Nagoya Protocol is bilateral and transactional in nature, whereas it is

multilateral and non-transactional under the Multilateral System.

= The Multilateral System is a comprehensive system for ABS, of which the benefit-sharing fund
is only a part.

s Benefits under the Multilateral System are directed towards conservation of plant genetic
resources for food and agriculture in developing countries, whereas under the Nagoya Protocol,
Parties are encouraged, but not necessarily required, to direct the benefits to conservation and
sustainable use of biodiversity globally.

In this regard, consideration of the modalities of a global multilateral benefit-sharing mechanism would
need to look at issues such as the specific nature, objective, and scope of such a mechanism in the
context of the Nagoya Protocol. In relation to its nature, for example, Article 10 refers to a “mechanism”
for benefit-sharing. As opposed to “fund”, which was the term used in previous discussions about a
multilateral approach, “mechanism” emphasizes the intent to capture and allocate both monetary and
non-monetary benefits. The benefit-sharing mechanism could be a source of funding for conservation

3 Executive Secretary of the Convention on Biological Diversity (CBD), Synthesis of views with respect to the
need for and modalities of a global multilateral benefit-sharing mechanism (Article 10), UNEP/CBD/ICNP/2/7,
2 March 2012.
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and sustainable use projects. It could also play an important role in tasks such as the monitoring
of new uses of genetic resources and in the exchange of experiences and lessons learned. Nevertheless,
the nature of the global multilateral benefit-sharing mechanism would need to be coherent with other
bodies within the CBD and the Nagoya Protocol, including the ABS Clearing-House.
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Article 11
Transboundary Cooperation

1. In instances where the same genetic resources are found in situ within the territory of
more than one Party, those Parties shall endeavour to cooperate, as appropriate, with the
involvement of indigenous and local communities concerned, where applicable, with a
view to implementing this Protocol.

2. Where the same traditional knowledge associated with genetic resources is shared by
one or more indigenous and local communities in several Parties, those Parties shall
endeavour to cooperate, as appropriate, with the involvement of the indigenous and local
communities concerned, with a view to implementing the objective of this Protocol.

A. Background

The Convention on Biological Diversity (CBD) and the Nagoya Protocol establish a bilateral approach
to access and benefit-sharing (ABS). Access to genetic resources for their utilization is subject to the
prior informed consent of the country of origin that is providing the genetic resources rather than all
the countries that possess those genetic resources in in-situ conditions. Nevertheless, biodiversity
follows natural boundaries and not political borders. In most instances, genetic resources have several
countries of origin. Furthermore, different indigenous and local communities (ILCs) based in different
countries sometimes hold the same traditional knowledge associated with genetic resources. As a
result, co-operation among countries of origin has been identified as important in advancing equitable
benefit-sharing as well as in contributing to the conservation of biological diversity and the sustainable
use of its components. It is also a way to avoid a “race to the bottom” in which access is sought in
countries of origin with no or few ABS requirements rather than in other countries of origin.

Article 11 of the Nagoya Protocol, by seeking to promote transboundary co-operation, is a step
towards further defining ways in which ABS principles might be advanced in cases in which countries
or ILCs share their genetic resources and/or traditional knowledge associated with genetic resources.
But consensus on the importance of co-operation has not converted into strong or clear obligations
under the Nagoya Protocol. As negotiations of the Nagoya Protocol made clear, the difficulties are
both conceptual and practical. It is seen as fundamental for co-operation requirements to respect the
sovereign rights of States over their natural resources and the bilateral approach to ABS. In addition,
approaches to ABS differ greatly among countries, which makes co-operation difficult to put into effect.
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B. Explanation

1. In instances where the same genetic resources are found in situ within the
territory of more than one Party, those Parties shall endeavour to cooperate,
as appropriate, with the involvement of indigenous and local communities
concerned, where applicable, with a view to implementing this Protocol.

Article 11(1) of the Nagoya Protocol addresses situations in which the same genetic resources are
found in-situ within the territory of more than one Party. This raises the question of when such situations
occur, given that they may be the norm in a world in which most species of plants and animals expand
beyond national boundaries. It will also be important to determine how the situations foreseen by
Article 11 differ from those that could be addressed by the prospective global multilateral benefit-
sharing mechanism established by Article 10 of the Protocol.

The term “same genetic resources” could be understood in several ways. One possible yet likely
oversimplified perspective would be to take “same genetic resources” to mean “same species”,
given that species are groups of organisms that have a high level of genetic similarity. With such an
understanding, Article 11 would bind all Parties within the geographical range of the species whose
genetic resources are utilized. Another, more tenable, approach would be to further pinpoint the same
genetic resources. Indeed, the “genetic resources” utilized in research and development are frequently
not present in all populations within a species. The same genetic resources within the territory of more
than one Party would therefore only exist when the populations of a species in these territories share
the specific genetic or biochemical characteristics utilized.

This raises the question of what Parties are obliged to do in these cases. The obligation established by
Article 11 is that Parties involved “endeavour to cooperate...with a view to implementing this Protocol”.
Article 11 thus remains a best endeavours clause, which encourages Parties to co-operate but also
recognizes it may not always be possible to achieve such collaboration. Furthermore, the involvement
of the ILCs concerned is foreseen, but only “as appropriate” and “where applicable” (see also Box 14
on the term “as appropriate” in the context of Article 5).

The collaboration foreseen in Article 11(1) thus has a broad objective, which is implementing the Nagoya
Protocol. It leaves open to the Parties what such collaboration might entail and how it might occur.
Examples of existing approaches include Andean Decision 391, which was adopted by the Andean
Community in 1996. This established the Andean Community regime on genetic resources and created
a Committee tasked with promoting management, monitoring, and control of access authorizations
relating to genetic resources and their derivatives that exist in two or more Member Countries (Article
51 of the Andean Decision 391). Such a collaborative approach would be fully in line with Article 11,
which does not preclude countries of origin of genetic resources from entering into ABS agreements
that do not include counterparts across the border with the same genetic resources.
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2. Where the same traditional knowledge associated with genetic resources
is shared by one or more indigenous and local communities in several
Parties, those Parties shall endeavour to cooperate, as appropriate, with
the involvement of the indigenous and local communities concerned, with a
view to implementing the objective of this Protocol.

As biodiversity, including genetic resources, extends beyond national borders, so does the traditional
knowledge associated with these genetic resources. Article 11(2) of the Nagoya Protocol establishes
that when traditional knowledge spreads beyond national boundaries, Parties must endeavour to
co-operate, with the involvement of ILCs, as may be appropriate.

Article 11(2) refers to situations in which one or more ILCs in several Parties can be said to have the “same
traditional knowledge.” For example, the African cherry tree (Prunus africana) is widespread in African
highlands. Its use in traditional medicine also spreads throughout its range, including as treatment for
various pains, fevers, and diseases (Stewart, 2003). The existence of traditional knowledge linked to the
biochemical composition of the African cherry tree could be seen as the “same traditional knowledge”.
Another approach would be to understand the “same traditional knowledge” more narrowly, occurring
only when it refers to similar properties or applications. In both these cases, it is important to consider
that traditional knowledge tends to be part of broader knowledge systems, which include biodiversity,
landscapes, spiritual values, and customary laws.'

Itis important to note that until the adoption of the Nagoya Protocol there have been no legal frameworks
in place that address ABS issues linked to transboundary traditional knowledge. Nevertheless, there
have been some ad hoc solutions to challenges in putting in practice ABS in such contexts. For example,
when dealing with benefit-sharing in relation to the Hoodia gordonii and the traditional knowledge of
the San peoples, it was the Working Group of Indigenous Minorities in Southern Africa, a regional
network that coordinates and represents the interests of San peoples, that mandated and coordinated
negotiations.2

1 For a perspective on traditional knowledge as a part of the collective bio-cultural heritage of indigenous and
local communities, see Swiderska, 2007.

2 Convention on Biological Diversity, Case Study 7: The Commercial Development of Hoodia, presented at the
sixth meeting of the Open-ended Working Group on Access and Benefit-sharing (WG ABS 6), 21-25 January
2008 - Geneva, Switzerland.

135






Article 12

Article 12

Traditional Knowledge Associated with
Genetic Resources

1. In implementing their obligations under this Protocol, Parties shall in accordance with
domestic law take into consideration indigenous and local communities’ customary laws,
community protocols and procedures, as applicable, with respect to traditional knowledge
associated with genetic resources.

2. Parties, with the effective participation of indigenous and local communities concerned,
shall establish mechanisms to inform potential users of traditional knowledge associated
with genetic resources about their obligations, including measures as made available
through the Access and Benefit-sharing Clearing-House for access to and fair and
equitable sharing of benefits arising from the utilization of such knowledge.

3. Parties shall endeavour to support, as appropriate, the development by indigenous and
local communities, including women within these communities, of:

(a) Community protocols in relation to access to traditional knowledge associated with
genetic resources and the fair and equitable sharing of benefits arising out of the
utilization of such knowledge;

(b) Minimum requirements for mutually agreed terms to secure the fair and equitable
sharing of benefits arising from the utilization of traditional knowledge associated with
genetic resources; and

(c) Model contractual clauses for benefit-sharing arising from the utilization of traditional
knowledge associated with genetic resources.

4. Parties, in their implementation of this Protocol, shall, as far as possible, not restrict the
customary use and exchange of genetic resources and associated traditional knowledge
within and amongst indigenous and local communities in accordance with the objectives
of the Convention.

A. Background

Until the very end of the negotiations on the Nagoya Protocol, opinions differed on whether the
Protocol’s provisions on traditional knowledge associated with genetic resources should be confined to
one article or, instead, traditional knowledge should be dealt with as a cross-cutting issue. When it was
still open which position would prevalil, Article 12 was thought of as the traditional knowledge provision
in the Nagoya Protocol by those favouring the former approach. When eventually delegations opted
for dealing with traditional knowledge as a cross-cutting issue, the major regulations on traditional
knowledge associated with genetic resources ended up in Articles 5(5), 7, and 16. But the heading of
Article 12 was not amended to reflect this change and is thus misleading. What remains in Article 12
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is a number of provisions addressing various issues of tangential relevance to the core provisions on
access, benefit-sharing, and compliance.

B. Explanation

1. In implementing their obligations under this Protocol, Parties shall in
accordance with domestic law take into consideration indigenous and local
communities’ customary laws, community protocols and procedures, as
applicable, with respect to traditional knowledge associated with genetic
resources.

Article 12(1) of the Nagoya Protocol calls on Parties to consider the customary laws, community
protocols, and procedures of indigenous and local communities (ILCs). Customary laws and community
protocols are two quite different normative systems. What is implied by “procedures” is somewhat
unclear.

Customary laws are non-codified norms that have evolved in ILC societies over centuries, constantly
responding to changes in these societies and to the surrounding environment. Customary norms
continue to develop in these societies. The non-codified aspect of customary norms is essential, as it
allows customary laws to gradually and instantly adapt in response to amended societal interests. This
is a key feature of customary laws, despite the fact that in more recent times some ILCs have codified
their customary laws and may have gained constitutional recognition of such.

The concept of community protocols, on the other hand, is a more recent invention. Even though the
idea of community protocols was not necessarily new to all negotiators, it was introduced in concrete
terms relatively late in the negotiations by one group and quickly caught many negotiators’ interest. It is
important to recognize that “community protocols” is neither defined by the Nagoya Protocol nor is it a
term of art. Consequently, while the concept of community protocols might be understood as explained
during the negotiations on the Nagoya Protocol, other understandings are also possible. Generally
speaking, presumably community protocols can be described as written documents adopted by a
community holding traditional knowledge where the community internally codifies the terms in which
it will agree for access to its traditional knowledge associated with genetic resources. Community
protocols can hence in one way be compared with formalized legislative acts enacted by national
parliaments, although their origin of course affects their legal status. Furthermore, it is worth noting that
community protocols can be, and presumably often are, based on or at least respectful to customary
laws of the ILC.
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Box 20: Understanding of Bio-Cultural Community Protocols as Presented
in the Negotiations on the Nagoya Protocol

When introduced into the negotiations on the Nagoya Protocol, the concept of community
protocols was explained as follows. A bio-cultural community protocol (BCP) is a protocol that is
developed after a community undertakes a consultative process to outline their core ecological,
cultural, and spiritual values and customary laws relating to their traditional knowledge and
resources, based on which they provide clear terms and conditions to regulate access to their
knowledge and natural resources. The process of developing a BCP involves reflection about
the interconnectedness of various aspects of ILCs’ ways of life (such as between culture,
customary laws, practices relating to natural resources management, and traditional knowledge)
and may involve resource mapping, evaluating governance systems, and reviewing community
development plans. It also involves legal empowerment so that community members can better
understand the international and national legal regimes that regulate various aspects of their
lives, such as those linked to access and benefit-sharing (ABS). Within the ABS framework,
for example, a community may want to evaluate what the community’s research priorities are,
on what terms it would engage with potential commercial and non-commercial researchers
wanting access to their traditional knowledge, what the procedures relating to prior informed
consent (PIC) must be, and what types of benefits the community may want to secure.

By articulating the above information in a BCP, communities assert their rights to self-determination
and improve their ability to engage with other stakeholders such as government agencies,
researchers, and project proponents. These stakeholders are consequently better able to see
the community in its entirety, including the extent of their territories and natural resources, their
bio-cultural values and customary laws relating to the management of natural resources, their
challenges, and their visions of ways forward. By referencing international and national laws, ILCs
affirm their rights to manage and benefit from their natural resources. They are also better placed
to ensure that any approach to accessing traditional knowledge or any other intended activity on
their land occurs according to their customary laws. Overall, BCPs enable communities to affirm
their role as the drivers of conservation and sustainable use of biodiversity in ways that support
their livelihoods and traditional ways of life.

Source: Adapted from Bavikatte and Jonas, 2009.

As noted, it is somewhat unclear what is understood by “procedures” in Article 12(1), but presumably
the term refers to ILC processes for governance of traditional knowledge associated with genetic
resources other than customary laws and community protocols. For instance, ways of handling
traditional knowledge associated with genetic resources, which are less formalized than community
protocols, can be envisioned. “Minimum requirements for mutually agreed terms” referred to in Article
12(3) may also fall under this category.

In conclusion, Article 12(1) proclaims that Parties shall consider a variety of governance mechanisms
of ILCs pertaining to traditional knowledge associated with genetic resources, both traditional ones
such as customary laws and more recent ones such as community protocols. The provision includes,
however, several caveats (“in accordance with domestic law”, “take into consideration”, and “as
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applicable”), rendering it clear that it is up to the Party to determine to what extent it wishes to take
such governance mechanisms into account.

2. Parties, with the effective participation of indigenous and local communities
concerned, shall establish mechanisms to inform potential users of
traditional knowledge associated with genetic resources about their
obligations, including measures as made available through the Access and
Benefit-sharing Clearing-House for access to and fair and equitable sharing
of benefits arising from the utilization of such knowledge.

Article 12(2) calls on Parties, in co-operation with concerned ILCs, to establish mechanisms to inform
potential users of traditional knowledge associated with genetic resources of their obligations. It also
identifies the ABS Clearing-House as potentially having a particular role in this regard.

The obligation of each Party to establish such mechanisms in co-operation with any concerned ILC is
mandatory (“shall establish”). However, it does not go beyond informing potential users of traditional
knowledge associated with genetic resources of their obligations under the Nagoya Protocol. Indeed, if
the user, thus informed, still fails to comply with its obligations, such non-compliance must be addressed
through Article 16 of the Protocol. Notwithstanding this, the fact that potential users of traditional
knowledge associated with genetic resources should have been made aware of their obligations vis-a-
vis ILCs holding the knowledge - including PIC and approval and involvement requirements — can help
make the compliance provision in Article 16 more effective.

3. Parties shall endeavour to support, as appropriate, the development
by indigenous and local communities, including women within these
communities, of:

(@) Community protocolsinrelationtoaccesstotraditionalknowledge associated
with genetic resources and the fair and equitable sharing of benefits arising
out of the utilization of such knowledge;

(b) Minimum requirements for mutually agreed terms to secure the fair and
equitable sharing of benefits arising from the utilization of traditional
knowledge associated with genetic resources; and

(c) Model contractual clauses for benefit-sharing arising from the utilization of
traditional knowledge associated with genetic resources.

Pursuant to Article 12(3) of the Nagoya Protocol, Parties shall endeavour to support ILCs in developing
various instruments rendering them better equipped to deal with access procedures with regard to
traditional knowledge associated with genetic resources held by them, and to ensure that they receive
a fair share in benefits when such knowledge is being used. Particular attention shall be given to
women within the communities in this regard. The instruments referred to are of different nature, but
with similar functions.

Community protocols are internal norms adopted by an ILC regulating, for example, under what
circumstances and on what terms the ILC will agree to access to traditional knowledge associated
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with genetic resources held by the community (see explanation of Article 12(1)). Minimum requirements
for mutually agreed terms (MAT) presumably have a similar content. The difference between the two
may be that community protocols more often, but not necessarily, take a holistic approach, elaborating
on the traditional knowledge’s role within the community, etc., and thus provide information that is
less often found in minimum requirements for MAT. Model contract clauses translate the ILC’s position
as expressed in community protocols and/or minimum requirements for MAT into explicit contractual
language.

It is important to note that, different from Article 12(2), Article 12(3) includes certain qualifiers. Parties
are merely obliged to “endeavour” to “support” the ILCs to develop the said instruments, and they
should in addition only do so “as appropriate”.

The reference to “as appropriate” in this context indicates that not all communities need or desire such
assistance. During the negotiations on the Protocol, delegations debated the extent to which Parties
should play a role in ABS processes with regard to traditional knowledge associated with genetic
resources held by ILCs (see also explanation of Articles 5(5) and 7). Some ILCs lack the capacity
to handle such processes and might therefore need state assistance in this regard. Other ILCs are
well equipped to deal with potential users themselves. The reference to “as appropriate” can be said
to reflect this variety among ILCs. It is not always appropriate that the Party assists in developing
community protocols, minimum requirements for MAT, and model contract clauses if the ILC in question
is capable of handling, and wishes to handle, these matters by itself. In addition, not all ILCs may wish
to develop community protocols, minimum requirements for MAT, and/or model contract clauses. If the
ILC opts not to do so, it is also inappropriate for the Party to intervene. Further factors, as identified by
the Party, can render support equally inappropriate.

That said, the use of the term “shall” indicates that Parties must, if possible, at least make a serious
effort to assist ILCs. This means that when the ILC wishes and needs support, it must reasonably at
least endeavour to do so.

Finally, the general reference to “support” indicates that support need not be in monetary terms.
Alternative forms of support are envisioned as well.

4. Parties, in their implementation of this Protocol, shall, as far as possible,
not restrict the customary use and exchange of genetic resources and
associated traditional knowledge within and amongst indigenous and
local communities in accordance with the objectives of the Convention.

ILCs have used genetic resources and developed traditional knowledge for centuries, and they continue
to do so. Article 12(4) of the Protocol assumes that such use may at times involve exchange of genetic
resources and traditional knowledge associated with genetic resources within and among ILCs. Based
on this assumption, it confirms that the Protocol does not intend to restrict such use and exchange.

However, Article 12(4) includes two qualifiers. First, the use must be “customary” for the provision to
apply. This presumably simply implies that the practice must have been ongoing for a considerable
period of time before the Nagoya Protocol entered into force. Second, the provision only applies “as far
as possible”. It is difficult to imagine what situations could occur that suddenly renders it impossible not
to restrict use and/or exchange of genetic resources and traditional knowledge associated with genetic
resources within ILCs when such use/exchange have been ongoing for a considerable period of time.
But should such a situation occur, the Party is entitled to restrict continued use and/or exchange.
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Article 13

National Focal Points and
Competent National Authorities

1. Each Party shall designate a national focal point on access and benefit-sharing. The
national focal point shall make information available as follows:

(a) For applicants seeking access to genetic resources, information on procedures for
obtaining prior informed consent and establishing mutually agreed terms, including
benefit-sharing;

(b) For applicants seeking access to traditional knowledge associated with genetic
resources, where possible, information on procedures for obtaining prior informed
consent or approval and involvement, as appropriate, of indigenous and local
communities and establishing mutually agreed terms including benefit-sharing; and

(c) Information on competent national authorities, relevant indigenous and local
communities and relevant stakeholders.

The national focal point shall be responsible for liaison with the Secretariat.

2. Each Party shall designate one or more competent national authorities on access and
benefit-sharing. Competent national authorities shall, in accordance with applicable
national legislative, administrative or policy measures, be responsible for granting access
or, as applicable, issuing written evidence that access requirements have been met and
be responsible for advising on applicable procedures and requirements for obtaining prior
informed consent and entering into mutually agreed terms.

3. A Party may designate a single entity to fulfil the functions of both focal point and
competent national authority.

4. Each Party shall, no later than the date of entry into force of this Protocol for it, notify
the Secretariat of the contact information of its national focal point and its competent
national authority or authorities. Where a Party designates more than one competent
national authority, it shall convey to the Secretariat, with its notification thereof, relevant
information on the respective responsibilities of those authorities. Where applicable, such
information shall, at a minimum, specify which competent authority is responsible for
the genetic resources sought. Each Party shall forthwith notify the Secretariat of any
changes in the designation of its national focal point or in the contact information or
responsibilities of its competent national authority or authorities.

5. The Secretariat shall make information received pursuant to paragraph 4 above available
through the Access and Benefit-sharing Clearing-House.
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A. Background

Under Article 13 of the Nagoya Protocol, each Party is obliged to designate a national focal point (NFP)
on access and benefit-sharing (ABS). However, it is up to each Party to decide which national institution
will serve in that capacity. According to Paragraph 1, the NFP is responsible for making information
on ABS available. It informs potential users of the procedures that are to be followed in applications
for access to genetic resources and traditional knowledge associated with genetic resources. The
NFP is also responsible for sharing information on competent national authorities (CNAs) and relevant
stakeholders. In addition, it is the primary contact between the Party on behalf of which it acts and the
Secretariat to the Protocol (Secretariat), which according to Article 28 of the Protocol is the Secretariat
of the Convention on Biological Diversity.

Article 13 further obliges each Party to designate at least one competent national authority on ABS.
The CNA has the mandate to determine, authorize, and certify access in accordance with national ABS
frameworks. Unlike the NFP, which is responsible for sharing information on ABS procedures, the CNA
is responsible for giving advice on access procedures and requirements.

However, it is not mandatory to have both an NFP and a CNA (or CNAs). A Party is free to designate
only an NFP that will also serve as and carry out the responsibilities of a CNA — or vice versa. Whichever
approach a Party opts for, it is important to notify the Secretariat about the designated NFP and CNA(s)
as well as their responsibilities, and the information is then made available (by the Secretariat) through
the Access and Benefit-sharing Clearing-House (ABS CH), as established under Article 14 of the
Protocol.

B. Explanation

1. Each Party shall designate a national focal point on access and benefit-
sharing. The national focal point shall make information available as follows:

According to Article 13(1) of the Nagoya Protocol, the designation of an NFP is a mandatory obligation
for each Party. Establishing a national focal point is an important tool in implementation of the Protocol.
An NFP, like a CNA, is key in the ABS process as it performs functions relating to the Protocol at the
national and local level that help facilitate compliance with the ABS obligations by Parties.

Article 13(1) envisages the NFP as the primary national source of information for a user wishing to
access genetic resources and/or traditional knowledge associated with genetic resources. Making
relevant information available to users is the key function of an NFP, which thus serves more or less
as a “helpdesk” or “information hub”. For instance, a potential user interested in accessing genetic
resources from a providing Party would know where to get information, for example, on procedures for
prior informed consent (PIC) and mutually agreed terms (MAT), the national authority responsible for
granting access permits, relevant stakeholders that must be consulted, etc. In the absence of such a
focal point, some of the requirements or procedures can easily be missed, resulting to an unintended
breach of national ABS legislation or regulatory requirements. At the same time, the ability to access
information easily facilitates access, as it is likely to save on time, costs, and so on.

Subparagraphs (a)-(c) state to whom information is to be made available as well as the kinds of
information the NFP is required to make available.
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(@) For applicants seeking access to genetic resources, information on
procedures for obtaining prior informed consent and establishing mutually
agreed terms, including benefit-sharing;

The NFP is required to provide information on procedures for obtaining PIC and establishing MAT
(see Article 6(3)(b), (c), (g) of the Nagoya Protocol) and benefit-sharing (see Article 5 of the Protocol) to
applicants interested in accessing genetic resources. This may encompass the following information,
among others:
= documents accompanying an application for access to genetic resources;
= timelines for processing of access applications;
m the State agencies (i.e., CNA(s)) responsible for granting PIC and the genetic resources they are
responsible for;
m other stakeholders relevant for access to genetic resources;
= administrative fees charged for processing access applications;
m other consents or licences required prior to access, for instance to enter specific territories as
well as access specific genetic resources;
m special procedures for entering specific territories as well as accessing specific genetic
resources;
m access conditions on, for example, sample depositing or involvement of local experts or
institutions;
m export conditions;
m simplified procedures for non-commercial research;
= permitted uses;
= conditions on third party transfer; and

m types of benefits to be shared and when a benefit-sharing obligation is triggered.

Where indigenous and local communities (ILCs) have the established right to grant access to genetic
resources, a Party is obliged in accordance with Article 6(3)(f) of the Nagoya Protocol to set out criteria
and/or processes for obtaining their PIC or approval and involvement. It is the task of the NFP to
make information available on such criteria and processes to applicants seeking to access genetic
resources.

(b) For applicants seeking access to traditional knowledge associated with
genetic resources, where possible, information on procedures for obtaining
prior informed consent or approval and involvement, as appropriate, of
indigenous and local communities and establishing mutually agreed terms
including benefit-sharing; and

Likewise, the NFP is required to give information on procedures for obtaining PIC or approval and
involvement of ILCs and establishing MAT and benefit-sharing to applicants interested in accessing
traditional knowledge associated with genetic resources (see also Article 12(2) of the Nagoya
Protocol). Such procedures may be created under Article 7 of the Protocol, which obliges each Party
to take measures, as appropriate, to ensure that ILCs’ traditional knowledge associated with genetic
resources is accessed with their PIC or approval and involvement and that MAT have been established.
It is possible that some of the procedures will emanate directly from customary laws, community
protocols, and procedures of ILCs, as Article 12(1) obliges Parties to take them into consideration in
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implementing their Protocol obligations. Some of them could also be an amalgamation of these and
State administrative procedures.

However, it is important to note that Subparagraph (b) is qualified through the formulation “where
possible”. Accordingly, the NFP shall provide the respective information only where it is possible.

(c) Information on competent national authorities, relevant indigenous and local
communities and relevant stakeholders.

Furthermore, the NFP has the function of giving information to potential users on:

m The CNA(s), that is informing them about the relevant institution(s) where they can apply for
access. Such information may include information notified to the ABS CH under Paragraph 4,
for example, the contact information of CNA(s), and which CNA is responsible for the genetic
resource sought. Some of the information to be made available about CNA(s) is covered under
Subparagraphs (a) and (b), including their procedures, durations for application processing,
fees, etc.

= The relevant ILCs and stakeholders, which means other groups of people that might need to
be consulted before access and involved in the decision-making or approval process. Relevant
ILCs include communities with the established right to grant access to genetic resources or
holding traditional knowledge associated with genetic resources. Relevant stakeholders may
include, for example, environmental organizations, research institutes, and universities. With
respect to ILCs, a potential user might want to know the community’s competent authority, as
in many instances this might not be entirely clear.

The national focal point shall be responsible for liaison with the Secretariat.

Finally, the last sentence of Paragraph 1 specifies the NFP as the national institution responsible for
communicating as well as maintaining contact with the Secretariat. Thus the NFP is the primary contact
point between a Party and the Secretariat.

2. Each Party shall designate one or more competent national authorities
on access and benefit-sharing. Competent national authorities shall, in
accordance with applicable national legislative, administrative or policy
measures, be responsible for granting access or, as applicable, issuing
written evidence that access requirements have been met and be responsible
for advising on applicable procedures and requirements for obtaining prior
informed consent and entering into mutually agreed terms.

Under Paragraph 2, each Party is furthermore required to designate at least one CNA on ABS. This
implies that a Party may also designate more than one CNA. The designation of more than one CNA
might be motivated by varying country-specific considerations or differences including institutional
structures or division of mandates — based either on the type of genetic resource, its geographic
location, or the purpose of access. An example of this approach is South Africa, which has one CNA
for access aimed at commercialization and another for access for non-commercial purposes (Cabrera
Medaglia et al., 2011). Depending on how the access procedures are organized at the national and local
levels (or depending on the relationship between the various ABS-related institutions), the existence
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of more than one CNA in a country suggests the need to carefully consider how to make the access
procedure as efficient and clear as possible (see Article 6 of the Protocol).

The provision furthermore indicates that a CNA is the State institution that exercises the authority granted
under Article 6(1) of the Nagoya Protocol to determine access as well as conditions attached thereto
on behalf of the Party that nominates it. The CNA(s) are thus charged with carrying out administrative
duties in accordance with national legislation and regulatory requirements. According to Paragraph 2,
they perform the following functions:
= grant access — this will include fulfilling the obligations under Article 6(3)(d) of the Protocol;
m issue written evidence that access requirements have been met — for example, that PIC has
been granted and MAT have been established — as required under Article 6(3)(e) of the Protocol;
and

= Advise on applicable procedures and requirements for obtaining PIC and establishing MAT.

3. A Party may designate a single entity to fulfil the functions of both focal point
and competent national authority.

Paragraph 3 indicates that Parties have the discretion to designate a single institution to serve as an
NFP and a CNA at the same time. In Costa Rica, for example, the Technical Office of the Comisién
Nacional para la Gestion de la Biodiversidad is both the CNA and the ABS NFP (Cabrera Medaglia
et al., 2011). Designating a single entity might be prompted by the need to cut down on structural
and thereby transaction costs or by efforts to centralize functions within national institutions and thus
simplify the access procedure. In such a case, the nominated institution would perform the functions
of both the NFP and the CNA as spelled out under Paragraphs 1(a)-(c) and 2.

4. Each Party shall, no later than the date of entry into force of this Protocol for it,
notify the Secretariat of the contact information of its national focal point and
its competent national authority or authorities. Where a Party designates more
than one competent national authority, it shall convey to the Secretariat, with
its notification thereof, relevant information on the respective responsibilities
of those authorities. Where applicable, such information shall, at a minimum,
specify which competent authority is responsible for the genetic resources
sought. Each Party shall forthwith notify the Secretariat of any changes in
the designation of its national focal point or in the contact information or
responsibilities of its competent national authority or authorities.

Paragraph 4 requires each Party to notify the Secretariat about the contact information of its NFP
and CNA(s). If a Party designates more than one CNA, it must notify the Secretariat with the contact
information for each one of them and (all) relevant information pertaining to each one’s responsibilities.
The information on responsibilities of CNAs must indicate which CNA is responsible for which genetic
resource, where such division of mandates exists.

A Party must notify all such information on contact(s) and responsibilities to the Secretariat no later
than the date the Nagoya Protocol enters into force for that Party (see Article 33 of the Protocol). If any
changes occur in regard to notified information on designation of the NFP or contact information or
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responsibilities of CNA(s), a Party is required to notify such changes to the Secretariat with immediate
effect.

5. The Secretariat shall make information received pursuant to paragraph 4
above available through the Access and Benefit-sharing Clearing-House.

Any information notified to the Secretariat as required under Article 13(4) of the Nagoya Protocol shall be
made available on the ABS CH. This is to make it possible for others to use the ABS CH for the purpose
of accessing genetic resources and/or traditional knowledge associated with genetic resources. In
summary, the information transmitted to the ABS CH should include:

m  NFP of the provider country;

= contact(s) of the NFP;

m  CNA(s) of the provider country;

= contact(s) of the CNA(s);

= responsibilities of the CNA(s); and

= the CNA responsible for the genetic resources sought if a Party designates more than one.
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Article 14

The Access and Benefit-sharing Clearing-House
and Information-sharing

1. An Access and Benefit-sharing Clearing-House is hereby established as part of the
clearing-house mechanism under Article 18, paragraph 3, of the Convention. It shall
serve as a means for sharing of information related to access and benefit-sharing. In
particular, it shall provide access to information made available by each Party relevant to
the implementation of this Protocol.

2. Without prejudice to the protection of confidential information, each Party shall make
available to the Access and Benefit-sharing Clearing-House any information required
by this Protocol, as well as information required pursuant to the decisions taken by the
Conference of the Parties serving as the meeting of the Parties to this Protocol. The
information shall include:

(a) Legislative, administrative and policy measures on access and benefit-sharing;

(b) Information on the national focal point and competent national authority or authorities;
and

(c) Permits or their equivalent issued at the time of access as evidence of the decision to
grant prior informed consent and of the establishment of mutually agreed terms.

3. Additional information, if available and as appropriate, may include:

(a) Relevant competent authorities of indigenous and local communities, and information
as so decided;

(b) Model contractual clauses;
(c) Methods and tools developed to monitor genetic resources; and

(d) Codes of conduct and best practices.

4. The modalities of the operation of the Access and Benefit-sharing Clearing-House,
including reports on its activities, shall be considered and decided upon by the Conference
of the Parties serving as the meeting of the Parties to this Protocol at its first meeting, and
kept under review thereafter.
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A. Background

Article 14 of the Nagoya Protocol establishes an Access and Benefit-Sharing Clearing-House (ABS CH),
including modalities for information-sharing. The ABS CH is established as part of the clearing-house
mechanism (CHM) of the Convention on Biological Diversity (CBD), which was created to “promote and
facilitate technical and scientific cooperation” (Article 18(2) and (3) of the CBD) between the Parties to
the CBD.

The CHM is key to achieving the three principal objectives of the CBD: conservation of biological
diversity, the sustainable use of its components, and the fair and equitable sharing of the benefits
arising out of the utilization of genetic resources (Article 1 of the CBD) (MacKenzie et al., 2003, p. 132).
It also facilitates access to and the exchange of information on biodiversity around the world. It is a
network of Parties and partners working together to facilitate implementation of the CBD, depending
on a decentralized process to gather and organize the information that its users need (MacKenzie et al.,
20083, p. 132). Driving this process are networks of focal points, international centres, and institutions
with expertise that co-ordinate initiatives among themselves on topics of common interest (MacKenzie
et al., 2003, p. 132). Each CBD national focal point (NFP) also contributes to the clearing-house
information system, which is then made accessible to all users. In this way, focal points encourage
networking among government agencies, expert groups, non-governmental organizations, and private
enterprises at all levels. The CHM" consists of:

m the CBD website, which is its central node;
= the network of national CHMs; and

m various partner institutions.

The ABS CH was modelled after the Biosafety Clearing-House, which was established under Article
20 of the Cartagena Protocol on Biosafety to the Convention on Biological Diversity, also as part of
the CHM of the CBD. Like in the Biosafety Clearing-House, the following elements are visible in the
ABS CH:

m [t is designed to facilitate access and exchange of information.
= |t is meant to assist the Parties in the implementation of the Protocol.

m |ts success depends on the active participation of Parties in making information available.

Consequently, the ABS CH might be prone to some of the experiences of the Biosafety Clearing-House
that activities directed towards the operationalization of the ABS CH could learn from.

The ABS CH in its most simplistic form could be viewed as a database on ABS information notified
by Parties to the Secretariat as required by the Nagoya Protocol. Easy availability of and access to
information is meant to facilitate the ABS access and compliance process and the implementation of
the Protocol. Based on such information, both providers and users of genetic resources are able to
ascertain their rights and obligations before entering into any relationship or before any research or
bioprospection activities are undertaken. A potential user, for example, would know beforehand which
procedures are foreseen in a providing Party for obtaining prior informed consent (PIC) and establishing
mutually agreed terms (MAT), which competent national authority (CNA) is responsible for granting
an access permit for the genetic resource sought, which stakeholders must be consulted, and so on.
This can help to save on time and costs, minimize the likelihood of unintended breach of national ABS
legislation or regulatory requirements, and create a certain level of certainty.

1 See www.cbd.int/chm/ .
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B. Explanation

1. An Access and Benefit-sharing Clearing-House is hereby established as
part of the clearing-house mechanism under Article 18, paragraph 3, of the
Convention. It shall serve as a means for sharing of information related to
access and benefit-sharing. In particular, it shall provide access to information
made available by each Party relevant to the implementation of this Protocol.

Article 14(1) of the Nagoya Protocol establishes the ABS CH as part of the CHM of the CBD created
under Article 18(3) of the CBD. Furthermore, the provision indicates the central task of the Clearing-
House: to share information related to ABS.

The idea behind the ABS CH is to ensure that relevant information on ABS is available and accessible
to potential users and providers of genetic resources and traditional knowledge associated with
genetic resources. As the last sentence of the paragraph suggests (“in particular”), the main source
of information in the ABS CH is that provided by Parties. In turn, the ABS CH provides access to
that information, which includes information Parties are obliged to notify to the Secretariat of the
CBD as providers and users (see Articles 6, 12, 13, 17, and 22 of the Nagoya Protocol). Article 14(2)
and (3) contain other types of information to be made available to the ABS CH. It is important to
note that in order to facilitate easy access to information for potential users of genetic resources and
traditional knowledge associated with genetic resources, a Party may opt to include in the ABS CH
more information than specifically required in the Protocol.

In summary, according to Paragraph 1, an ABS CH is established:
m to serve as an information hub or portal;
= to share information related to ABS; and

m to provide information made available by Parties of relevance to the implementation of the
Protocol.

2. Without prejudice to the protection of confidential information, each Party
shall make available to the Access and Benefit-sharing Clearing-House
any information required by this Protocol, as well as information required
pursuant to the decisions taken by the Conference of the Parties serving as
the meeting of the Parties to this Protocol. The information shall include:

According to Article 14(2) of the Nagoya Protocol, each Party is obliged to make the following information
available to the ABS CH:

= any ABS information required by the Nagoya Protocol (first sentence);

= any information required pursuant to the decisions of the Conference of the Parties of the CBD
serving as the meeting of the Parties to the Nagoya Protocol (COP/MOP) (first sentence); as
well as

m specific information included in a non-exhaustive list (second sentence).
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Information Required by the Nagoya Protocol

Since the list provided under Paragraph 2 is not exhaustive, and as the paragraph also states that “any
information required by this Protocol” shall be made available to the ABS CH, the following information
can likewise be derived from other provisions of the Protocol:
m users’ obligations and measures for access to and benefit-sharing from utilization of traditional
knowledge associated with genetic resources (see Article 12(2));
= information collected or received at checkpoints, such as on designated checkpoints; relevant
information related to PIC; relevant information related to the source of the genetic resource;
relevant information related to the establishment of MAT; and relevant information related to the
utilization of genetic resources (see Article 17(1)(a)(i) and (iii));
= where available, information from internationally recognized certificates of compliance, without
prejudice to the protection of confidential information (see Article 17(2)); and
= information on capacity-building and development initiatives with a view to promoting synergy
and coordination on capacity-building and development for ABS (see Article 22(6)).

Information Required by COP/MOP Decisions

Pursuant to the decisions of the COP/MOP, Parties might be required to make more information than
currently known available to the ABS CH. The decisions of the COP/MOP will be known following the
outcome of its meeting, which will be convened after the Nagoya Protocol has entered into force (see
Article 26(6) and Article 33). Therefore, it is still to be seen what kind of information that would be.

Non-exhaustive List of Information

Furthermore, in its second sentence, Paragraph 2 specifically lists some of the information that each
Party shall make available to the ABS CH, without providing an exhaustive list.

(a) Legislative, administrative and policy measures on access and benefit-
sharing;

Subparagraph (a) enumerates the ABS measures each Party shall make available to the ABS CH - that
is, legislative, administrative, and policy measures. The Subparagraph suggests the measures to be
made available are accumulative. However, it is doubtful that it implies an absolute obligation to make
all three available. What it likely means is that a Party is to make available any of these measures that
it has taken to regulate ABS.

(b) Information on the national focal point and competent national authority or
authorities; and

Under Subparagraph (b), each Party is required to make information on the NFP and CNA(s) available
to the ABS CH. The kind of information to be made available can be derived from Article 13(4) of the
Nagoya Protocol. It includes:

= designated NFP and its contact information;
m designated CNA(s) and relevant contact information;

m responsibilities of each CNA where more than one is designated;
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= where applicable, which CNA is responsible for the genetic resource sought;
= any changes in the designation of a Party’s NFP; and

= any changes in the contact information or responsibilities of a Party’s CNA.

(c) Permits or their equivalent issued at the time of access as evidence of the
decision to grant prior informed consent and of the establishment of mutually
agreed terms.

Each Party that subjects access to genetic resources to PIC is obliged under Article 6(3)(e) of the
Nagoya Protocol to issue a permit or its equivalent as evidence of the decision to grant PIC and of the
establishment of MAT. Under the same article, each Party is obliged to notify such information to the
ABS CH, in which case it shall constitute an internationally recognized certificate of compliance (see
Article 17(2) of the Protocol). Consequently, such information becomes part of the content of Article 14,
and therefore Subparagraph (c) requires each Party to make it available to the ABS CH.

Confidential Information

It is important to note that the obligation to provide information under Paragraph 2 is qualified at the
beginning by the formulation “without prejudice to the protection of confidential information”. However,
the Nagoya Protocol does not give an indication as to what kind of information could be regarded as
confidential or how such information should be protected. In contrast, the Cartagena Protocol includes
a stand-alone article on confidential information (Article 21) in order to do the following: specify the basic
procedure for ensuring protection of confidential information provided under the procedures of the
Cartagena Protocol; address the situations where parties disagree as to whether particular information
should be treated as confidential or not, and where the notifier decides to withdraw a notification; set
out a general obligation to protect confidential information received under the Cartagena Protocol; and
specify categories of information which shall not be considered confidential (Mackenzie et al., 2003,
p. 1371f.).

By not being specific, the Nagoya Protocol gives discretion to the Parties to decide which information is
confidential and therefore not under the notification obligation of Article 14(2). Confidential information
might be vital for the user’s research or business, for instance. In the process of making information
available to the ABS CH, the confidentiality (secrecy) of such information could be jeopardized
(endangered). Thus, taking such considerations in meeting its notification obligation, a Party should be
able to decide, for example, whether partial or full information shall be made available to the ABS CH.

Furthermore, information could also be considered as confidential by another entity that made it
available to the Party on condition that it is kept secret — that is, it is not disclosed to a third party. Such
information might be contained, for instance, in a permit or its equivalent issued under Article 6 as
evidence of the decision to grant PIC and of the establishment of MAT.

3. Additional information, if available and as appropriate, may include:

Paragraph 3 (a)-(c) lists additional information that may be included in the ABS CH. As the paragraph
indicates, such information may be provided subject to its availability and as appropriate. The use of
the terms “if available”, “as appropriate”, and “may include” indicates that Parties have discretion to
decide whether, when, and which of these types of information to make available. It could also depend
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on whether a Party has such information at all and whether the situation requiring certain information
or measures applies in its case or not.

(a) Relevant competent authorities of indigenous and local communities, and
information as so decided;

Subparagraph (a) refers to information on relevant competent authorities of ILCs and information
as so decided. It is often hard for users to identify representatives of ILCs as well as establish their
authenticity. Thus it might take a potential user quite long as well as cost him or her enormous funds
to get such information. That also increases the likelihood of a potential user engaging in deals with
imposters — only to be accused of violation of the rights of such communities later. Therefore, the
notification according to Subparagraph (a) could be seen as a means of rectifying such a shortcoming
in view of facilitating access and fostering certainty as well as compliance.

However, as the term “as appropriate” in the chapeau of Paragraph 3 indicates, this might not apply
to every Party — for example, to a Party that does not have ILCs under its jurisdiction, where the ILCs
procedures are integrated within the State procedures, or where the State organs (NFP and CNA)
represent such communities.

(b) Model contractual clauses;

Under Article 19(1) of the Nagoya Protocol, Parties are required to encourage the development, update,
and use of sectoral and cross-sectoral model contractual clauses for MAT. Model contractual clauses
were considered in the negotiations as being able to provide practical solutions in the implementation
of ABS obligations. Parties having such model contractual clauses may make information about them
available to the ABS CH.

(c) Methods and tools developed to monitor genetic resources; and

Methods and tools for monitoring genetic resources are meant to support compliance by users with
domestic legislations and regulatory requirements of providing Parties. Such methods and tools may
include those named in Article 17(1)(a)(i) and (iii) — checkpoints and internationally recognized certificate(s)
of compliance. Concerning internationally recognized certificate(s) of compliance, notification should
be without prejudice to the protection of confidential information (see Paragraph 2 above).

(d) Codes of conduct and best practices.

Under Article 20(1) of the Nagoya Protocol, Parties are required to encourage the development, update,
and use of voluntary codes of conduct and best practices, among others. Codes of conduct and best
practices are norms or rules of non-state actors, such as scientific associations or companies, meant to
guide their behaviour and aid them in complying with existing regulations and thus foster compliance,
transparency, trust, etc. Examples of such Codes of Conduct and best practices include those of:

m the Swiss Academy of Sciences: Access and Benefit-sharing — Good practice for academic
research on genetic resources;

s the German Research Foundation: Funding Regulations within the scope of the CBD; and

» the International Plant Exchange Network: Code of Conduct for botanic gardens governing the
acquisition, maintenance, and supply of living plant material.
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Parties having such information may make it available to the ABS CH.

Itis important to mention in addition that although non-Parties have no obligation whatsoever under the
Protocol, Article 24 nonetheless leaves it open for such entities to contribute appropriate information
(that is, relevant for ABS) to the ABS CH.

4. The modalities of the operation of the Access and Benefit-sharing Clearing-
House, including reports on its activities, shall be considered and decided
upon by the Conference of the Parties serving as the meeting of the Parties
to this Protocol at its first meeting, and kept under review thereafter.

Article 14(4) of the Nagoya Protocol indicates that the first meeting of the COP/MOP will consider how
the ABS CH will operate. The COP/MOP will decide on the operation and activities of the ABS CH and
keep these under review thereafter.

155



An Explanatory Guide to the Nagoya Protocol

1VIN J0 Juswyslige)se
8y Jo pue D|d 1ueib 0] UoISIosp 8yl JO
90UBPIAS SB SS800B JO 8} 8y} 18 panss|
1usjeAInba Ji8y1 Jo sHwWIed UO UOIBWIOU| =

(S)WND pue d-4N 8y1 uo uonewloju| =
SgVv uo sainseawl

Aoljod pue ‘eAlesisiuilupe ‘onle|sibo] =

dOW/d0D 40
suoIsI09p 0} Juensund palinbal uoljewloju] =

@1

(S)VND 0 senjiqisuodsal
JO UOI1BLLIOUI }0BIUOD Ul sebuey) =

d4dN 1o uoneubisap ul sebuey) =

ybnos
$90In0sal ol}eusb 8y} oy s|qisuodsal YND =

SYND 10 sanljigisuodsal aAljoedsey =

(S)VND pue d4N JO uoljewlioul 10ejuo) =

r)et

Bueys-yjousq pue sa2Inosal
oneusb ypm paleloosse abpajmous
[euOllpEJ] 01 SS90k 01 pJebal Ul SeInSes|\ =

(e)et

$S9008 JO 8w}
8y} 1e panssi sjusjeAinbs Ji9y} Jo SHwWIed =

(e)e)9

lle Ag

Jasn Ag

Japinoud Ag

uoneuLioyu|

ajoIy

HO sS4V 241 ybnouy) ajgejieny apej aq 0} uonewuoju] jo adA] ay) Buneosipuj suoisinoid :9 a|qe

156



Article 14

S|A8| [RUOIIBUISIUI pUB

‘leuoiBai ‘Jeuoijeu 1e saAljeniul Juswdoljensp

pue Buip|ing-A1oeded uo uoljewlou| = (9)ze
aoueldwod
JO Sa1B21}I80 paziubooal Ajjeuoijeulsiul
WI0J} UOIJBWLIOUI ‘B|gE|IBAR BJ9U\\ =
$92JN0SaJ O118Usb JO uolezIin
BU1 0] paleja) UOIIBULIOLU| JUBAS|Y =
1VIN 10 juswysi|geiss
9y} 0] palejaJ UOITBUIOLU| JUBAS|OY =
92Jnosal o1duab ayy Jo
92IN0S 8y} 0] PalE|aJ UOIBWLIOUI JUBASIDY = W)
n
Dld O} palejaJ UOITBWIOLU| JUBAS|OY = pue ()
sjuiodyoayo pajeubisep UoO uolewIoOU| = ®0)2L
s990110e4d 1S9 pUB 1ONPUOD JO SBPO)) =
$92Jn0sal o1dusb
Jojuow 0} padojaAap S|00} pue SPOYI|N =
SaSsNe|[oO [BN}OBJIIUOD [9PO|N =
ST 40 senoyine usledwoD Jueas|ey =
:ojendoidde se pue sjqejieae J| ©r1

lle Ag

Jash Ag

Japinoud Ag

uoneuLioyu|

ajoIy

157






Article 15

Article 15

Compliance with Domestic Legislation or
Regulatory Requirements on Access and
Benefit-sharing

1. Each Party shall take appropriate, effective and proportionate legislative, administrative
or policy measures to provide that genetic resources utilized within its jurisdiction have
been accessed in accordance with prior informed consent and that mutually agreed
terms have been established, as required by the domestic access and benefit-sharing
legislation or regulatory requirements of the other Party.

2. Parties shall take appropriate, effective and proportionate measures to address situations
of non-compliance with measures adopted in accordance with paragraph 1 above.

3. Parties shall, as far as possible and as appropriate, cooperate in cases of alleged violation
of domestic access and benefit-sharing legislation or regulatory requirements referred to
in paragraph 1 above.

A. Background

The basis of the set of Articles on compliance in the Nagoya Protocol (Articles 15-18) was the demand
of provider countries for international rules that would compel users to comply with the access and
benefit-sharing (ABS) regulations in place in the country providing the genetic resources being accessed.
Article 15 and subsequent provisions on compliance were the subject of intense negotiations due to
the fact that, generally speaking, many developing countries saw these provisions as the cornerstone
of the Protocol (Nijar, 2011b, p. 5), while other countries considered the establishment of common
standards on access a more important pillar of the treaty and a necessary point of reference for
compliance arrangements to be agreed.

The focus of Article 15 is situations where a genetic resource was accessed without observing legislation
requiring prior informed consent (PIC) and establishing mutually agreed terms (MAT) in the provider
country. Throughout the negotiations, the term “misappropriation” was often used to describe such
situations. Though always in brackets, the term appeared in various drafts. The reason it was excluded
altogether from the final text of the Protocol may be traced to the fact that if it were used it would have
been necessary to define it — an exercise that had encountered opposition from those who argued in
favour of being able to regulate freely in their national legislations the terms and conditions that would
give rise to a case of so-called misappropriation.

Article 15 sets out an obligation for all Parties to the Protocol. However, it applies only when they are
the downstream jurisdiction. It consists of an obligation to take measures (Paragraph 1), an obligation
to enforce them (Paragraph 2), and an obligation to co-operate (Paragraph 3). These obligations, which
are qualified, shall be implemented to provide that users within the jurisdiction of the Party in which
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genetic resources are utilized have followed a PIC procedure and have established MAT as required by
the ABS legislation or regulatory requirements of the country providing such resources.

Paragraph 1 refers to compliance by the user with the domestic legislation or regulatory requirements
of the provider — that is, compliance with provider country measures. The legislation and the regulatory
requirements that need to be complied with have to be specific to ABS. Consequently, it is a condition
to apply this provision that the Party that provided the genetic resources has enacted ABS legislation, in
the absence of which violation cannot possibly occur. Paragraph 2 again refers to non-compliance with
user country measures, and Paragraph 3 calls on Parties to co-operate in cases of alleged violation of
ABS legislation or regulatory requirements.

It is important to note that each Party to the Nagoya Protocol has an obligation to implement this
provision regardless of whether it decides that its domestic legislation does not require PIC to access
genetic resources. Reiterating that requiring PIC is not mandatory, Article 15 implies that States can
address PIC and MAT through policy as well as measures that are legislative or administrative in nature
or in some other form. In any event, in the absence of legal clarity in relation to PIC and MAT in the
country that provides the genetic resources, the obligation to implement this provision will be difficult

to apply.

B. Explanation

1. Each Party shall take appropriate, effective and proportionate legislative,
administrative or policy measures to provide that genetic resources utilized
within its jurisdiction have been accessed in accordance with prior informed
consent and that mutually agreed terms have been established, as required
by the domestic access and benefit-sharing legislation or regulatory
requirements of the other Party.

Article 15(1) of the Nagoya Protocol obliges Parties to take what negotiators came to call “user
measures”. This is a term that predated the negotiations and that referred to measures that would
aim at having the utilization of genetic resources within their jurisdiction comply with the internal ABS
legislation in force in the other Party, to the extent that such legislation refers to the granting of PIC and
the establishment of MAT.

Party to Take Measures

Paragraph 1 states that “each Party” has an obligation to implement this provision and to take measures
as described. This implies that every Party is under this obligation regardless of whether it decides
to require PIC for access to its own genetic resources or not. In other words, if a Party grants free
access to its genetic resources to all users, it will nevertheless be obliged by the Nagoya Protocol to
support measures adopted in another country — that is, the country that provided the genetic resource
— irrespective of the fact that it did not take part in the elaboration of such measures.

This characteristic makes the approach adopted in the Nagoya Protocol innovative in nature, but it
presents a great challenge in terms of implementation since it will mean a significant change from the
existing legal situation in a scenario with no Protocol. In this context, it has to be emphasized that it is
generally not possible to directly enforce domestic ABS legislation or regulatory requirements outside
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of a country. Instead, only the remedies and sanctions provided for in the law of the country where a
genetic resource is used could be enforced, while the remedies and sanctions in the law of the provider
country could not be enforced extraterritorially (Chiarolla, 2011, p. 12).

Appropriate, Effective, and Proportionate Legislative, Administrative, or Policy
Measures

The obligationis for each Party to “take appropriate, effective and proportionate legislative, administrative
or policy measures”. When this provision was discussed, different views were expressed on the need
to be specific about the type of measures that Parties were bound to take. Whilst some argued that
the user measures should be described in detail, others wanted to preserve the sovereignty of the
States to adopt measures as they deemed appropriate. The final text of Article 15(1) does not contain
specific measures. Instead, it provides Parties with considerable flexibility in relation to the nature of
the measures to be taken. Therefore, each Party individually needs to decide whether to adopt legal
measures (that is, to enact legislation) or to take administrative (for example, regulations) or policy
measures (for instance, adopting a strategy or an action plan).

Nevertheless, Article 15(1) stipulates three qualifiers — appropriate, effective, and proportionate -
without setting out criteria for them. Since the qualifiers are not defined in the text of the Nagoya
Protocol, this task will also need to be undertaken by each Party individually in its domestic legislation
and regulations.

Nonetheless, it is important to note that the obligation to take “appropriate” measures has been
understood in another international treaty context to imply a duty of due diligence (Mckenzie et al.,
2003, p. 117). In the case of the Nagoya Protocol, it requires each Party to take the necessary legal,
administrative, or policy measures to provide that genetic resources used within its jurisdiction have
been accessed in accordance with PIC (in case PIC is required by the providing country) and that
MAT have been established. At the same time, measures should also fit with the legal, political, social,
and economic situation of the country in which they are implemented. This means that a Party should
consider avoiding setting up complicated systems that could end up being too bureaucratic.

As to the term “effective”, it can be taken in its usual sense — that is to say, something having the
desired effect. In this context, that would mean measures that have the potential to be successful in
achieving what is intended: that before accessing genetic resources the user will observe the provisions
on PIC and MAT of a provider. “Effective” can also be understood as linked to possible sanctions if the
measures are not complied with. In the same manner, the term implies that the measures need to have
a certain level of deterrence.

The concept of “proportionate” appears here for the first time in the Nagoya Protocol. As with the
qualifiers just discussed, it is up to each Party individually to determine what constitutes a proportionate
measure. From the standard meaning of the word it is clear that negotiators were aiming at a measure
that would be sufficient and would not be unnecessarily burdensome — that is, which corresponds in
nature and degree with what needs to be achieved. In this case, keeping in mind that the Protocol gives
maximum flexibility to the Parties, determination of whether the measure is proportionate or not can
only be made on a case-by-case basis.
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Box 21: Principle of Proportionality

The principle of proportionality was initially developed in the German legal system in the late
nineteenth century to review actions by the police. It states that no layer of government should
take any action that exceeds what is necessary to achieve the objective sought. The principle is
also invoked in criminal law, where it conveys the idea that the punishment of an offender should
fit the crime. In international humanitarian law it relates the means and ends of an armed attack,
so that if either is illegitimate in the context of international humanitarian law, the attack will not be
proportionate.

It is also incorporated in European Union legislation, and it aims to control and set boundaries to
the exercise of power by the European institutions. Article 5 of the Treaty establishing the European
Union regulates that under the principle of proportionality, the content and form of Union action
shall not exceed what is necessary to achieve the objectives of the Treaties.

Some criteria for applying the principle of proportionality have been developed as follows:
= There must be a legitimate aim for a measure.
m The measure should be suitable to achieve the aim.

m The measure must be necessary to achieve the aim, and there should be no less-onerous
way of doing it.

The measure must be reasonable, considering the competing interests of the actors.

Utilization within the Jurisdiction

Furthermore, the obligation of a Party under Article 15(1) of the Nagoya Protocol is to take measures
when the genetic resources are “utilized” within its jurisdiction. The reference to utilization links this
provision with the definition provided under Article 2. Consequently, the understanding of that provision
has an impact on the way Paragraph 1 is ultimately implemented.

Article 2(c) of the Protocol defines utilization of genetic resources as the research and development
part of the innovation chain, including the point where an innovation is moved from development to
commercialization (see also explanation of Article 2) (Buck and Hamilton, 2011, p. 52). In addition, Article
15(1) of the Protocol makes no reference to subsequent applications and commercialization, something
that is made explicit in Article 5 in the context of benefit-sharing. This implies that the measures that a
Party shall take in order to comply with this provision do not need to extend to subsequent applications
and commercialization, an issue that will be addressed by Parties contractually under MAT, hence
falling under the scope of Article 18.

It also needs to be understood that the explicit reference to utilization within “its jurisdiction” refers
to a Party’s own territorial jurisdiction over users and is not related to utilization in the jurisdictions of
other countries. In other words, situations where the utilization takes place in the jurisdiction of another
country are excluded and fall under the jurisdiction of that country.
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Domestic ABS Legislation or Regulatory Requirements

The obligation is triggered in relation to the utilization of genetic resources that have already been
accessed. The reference to “have been accessed” implies that such resources are already in the
hands of the user and that the Party’s measures have to verify compliance with the ABS legislation or
regulatory requirements of the provider country that were in place at the time of access and not those
enacted at a later stage. In this context, it should be kept in mind that the permit referred to in Article
6(3)(e) of the Nagoya Protocol would have been granted when the access occurred.

The measures to be adopted by the Party shall aim at providing that PIC had been obtained and
MAT had been established, “as required by the domestic access and benefit-sharing legislation or
regulatory requirements of the other Party”. This exact formulation, including the placing of a comma
after “established”, has particular implications. The reference to “domestic access and benefit-sharing
legislation or regulatory requirements of the other Party” specifies that the scope of the obligation does
not extend to the whole of the domestic legislation or regulatory requirements of the other Party, but
only to those on ABS that require that PIC is obtained when accessing a genetic resource and that MAT
is established. The intention is thus not to place an additional burden on user countries, requesting
them to undertake a formal check to determine whether specific conditions attached to PIC and MAT
have been satisfied. In other words, the measures taken by the Party will have to support the verification
of the existence of PIC and MAT but not the actual content of such terms or their enforcement. It is
important to note that situations where there is a breach of the contractual terms contained in MAT are
addressed under Article 18 of the Protocol.

The obligation is also limited to measures that provide that PIC had been obtained and MAT had
been established only “if” this is required by the ABS regime of the provider country. In this regard,
it should be noted that during the negotiations, some Parties argued that in the absence of domestic
ABS legislation in the country providing a genetic resource, the rules of the Nagoya Protocol and the
Convention on Biological Diversity (CBD) should directly apply at the national level, as these would
entail a default obligation for users to obtain PIC and establish MAT (Chiarolla, 2011, p. 7). The intention
behind this was to avoid situations where access could be legally obtained without PIC in cases where
the provider had not enacted specific legislation requiring it. However, what eventually prevailed in
the final text of Article 15(1) is that a Party has to enact ABS legislation or regulatory requirements
that demand PIC and the establishment of MAT in order for the country where the genetic resource
is utilized to be compelled by the provision. This understanding is based on the wording “as required
by” that precedes the reference to domestic ABS legislation or regulatory requirements, necessarily
implying that PIC and MAT must have been incorporated in the legal system of the other Party for
Article 15 to apply. It does not change in any way the reading of Article 6(1) of the Nagoya Protocol,
which provides that access to genetic resources for their utilization shall be subject to PIC of the Party
providing such resources “unless otherwise determined by that Party”. This wording is taken directly
from Article 15(5) of the CBD and leaves no doubt that the Nagoya Protocol, in line with the Convention,
does not entail a general obligation for Parties to request PIC legally or otherwise.

Finally, Article 15(1) refers to the domestic ABS legislation or regulatory requirements “of the other
Party”. This formulation does not appear anywhere else in the Nagoya Protocol except for Article 16(1),
which mirrors this provision. Other provisions, for instance Articles 5(1), 6(1), and 23, refer to “the Party
providing such resources that is the country of origin of such resources or a Party that has acquired
the genetic resources in accordance with the Convention”, a phrase that can be linked to Article 15(3)
of the CBD. Apart from the obvious conclusion that Article 15(1) of the Nagoya Protocol entails only
an obligation between Parties to the Protocol, the formulation also circumvents a problem that would
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have manifested itself if the text had referred to the country of origin. This would have placed an
additional burden on Parties, namely to check whether sovereignty claims of provider countries are well
founded.

2. Parties shall take appropriate, effective and proportionate measures to
address situations of non-compliance with measures adopted in accordance
with paragraph 1 above.

Article 15(2) of the Nagoya Protocol requires Parties to address situations where a user within its
jurisdiction is found to be in non-compliance with the measures taken in accordance with Paragraph
1. When the user does not observe such measures, the Party shall take measures that are qualified
as appropriate, effective, and proportionate. Hence, Paragraph 2 is about the range of procedures
and actions that a Party shall use to address situations of potential failure to comply with measures
taken by itself under Article 15(1). If such measures are legal in nature, then the provision calls for their
enforcement.’

As in Paragraph 1, Paragraph 2 does not mention specific measures. Therefore, Parties are given the
necessary flexibility to decide on the measures that are most appropriate to their own legal system and
related social, cultural, and economic circumstances. As an indication of the nature of such measures,
it is worth mentioning some examples that were referred to during the negotiations and included fines,
but also criminalization of certain acts and the prohibition of using genetic resources when obligations
have been violated.

It is important to add that the qualifier “proportionate” can imply both raising the threshold of the
measures to be taken (that is, preventing measures that would fall under a certain threshold and
therefore fail to be proportional, such as excessively low fines) and aiming at preventing the application
of fines or sanctions that are more severe or burdensome than necessary.

3. Parties shall, as far as possible and as appropriate, cooperate in cases
of alleged violation of domestic access and benefit-sharing legislation or
regulatory requirements referred to in paragraph 1 above.

Paragraph 3 states that Parties shall co-operate in situations of potential violations of domestic ABS
legislation or regulatory requirements. The obligation is thus for Parties to co-operate, which in a broader
sense includes, for instance, sharing investigations and exchanging information. It cannot, however,
read as including the issue of recognition of foreign judgments, taking into account that it refers to a
situation that is still at the stage of “alleged” violation. Indeed, the term “alleged” indicates that there is
no requirement to prove there has been an actual violation in order for the Parties to co-operate.

The obligation is qualified by the expression “as far as possible and as appropriate”, giving Parties ample
flexibility. This formulation can justify a potential refusal where a Party considers that in a particular
case the co-operation referred to is either not possible or not appropriate or both. For example, if no

1 The term enforcement has been defined as the range of procedures and actions used by a State and its
competent authorities and agencies to ensure that organizations or persons, potentially failing to comply
with environmental laws or regulations implementing multilateral environmental agreements, can be brought
or returned into compliance and/or punished through civil, administrative, or criminal action (UNEP, 2006,
p. 294).
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extradition treaty or mutual legal assistance agreement exists with another jurisdiction, such legalistic
forms of assistance might not be possible.

Article 15(3) does not include any reference to a potential trigger, for example the request of the country
alleging violation. In addition, it does not specify that co-operation is limited to the Parties involved in
a potential situation of violation, leaving it open to Parties to request or offer such co-operation as they
deem it appropriate. Taking into account that relevant information on illegal access activities is more
likely to be available in the Party that provided the genetic resources than in the Party where the genetic
resources were used, the co-operation called for in Article 15(3) will be particularly useful in achieving
compliance with Article 15 as a whole.
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Article 16

Compliance with Domestic Legislation or

Regulatory Requirements on Access and

Benefit-sharing for Traditional Knowledge
Associated with Genetic Resources

1. Each Party shall take appropriate, effective and proportionate legislative, administrative
or policy measures, as appropriate, to provide that traditional knowledge associated with
genetic resources utilized within their jurisdiction has been accessed in accordance with
prior informed consent or approval and involvement of indigenous and local communities
and that mutually agreed terms have been established, as required by domestic access
and benefit-sharing legislation or regulatory requirements of the other Party where such
indigenous and local communities are located.

2. Each Party shall take appropriate, effective and proportionate measures to address
situations of non-compliance with measures adopted in accordance with paragraph 1
above.

3. Parties shall, as far as possible and as appropriate, cooperate in cases of alleged violation
of domestic access and benefit-sharing legislation or regulatory requirements referred to
in paragraph 1 above.

A. Background

Article 16 of the Nagoya Protocol mirrors Article 15, but with a focus on traditional knowledge associated
with genetic resources. Hence, the objective of Article 16 is to address situations where traditional
knowledge associated with genetic resources was accessed without observing legislation requiring
prior informed consent (PIC) or the approval and involvement of indigenous and local communities
(ILCs) and establishing mutually agreed terms (MAT) in the country where the ILCs are located.

Parallel to Article 15, Article 16 consists of an obligation to take measures (Paragraph 1), an obligation
to enforce them (Paragraph 2), and an obligation to co-operate (Paragraph 3). These obligations, which
are qualified, shall be implemented to provide that users within the jurisdiction of the Party in which
traditional knowledge associated with genetic resources is used have accessed such knowledge
observing the PIC procedure or the approval and involvement of ILCs and have established MAT prior
to access, as required by the access and benefit-sharing (ABS) legislation or regulatory requirements
of the country where such ILCs are located.

Paragraph 1 refers to compliance by the user with the domestic legislation or regulatory requirements of
the Party within which the ILCs providing the traditional knowledge associated with genetic resources
are located —that is, compliance with provider country measures. Paragraph 2 refers to non-compliance
with user country measures. In addition, Paragraph 3 calls on Parties to co-operate in cases of alleged
violation of ABS legislation or regulatory requirements.
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Article 16 needs to be read in conjunction with Article 7 of the Nagoya Protocol, which establishes
the obligation for each Party to take measures with the aim of ensuring that the traditional knowledge
associated with genetic resources that is held by ILCs is accessed with PIC or with the approval
and involvement of these ILCs and that MAT have been established. Article 12 also contains certain
elements that complement the compliance measures found in this provision.

The question of whether the Protocol should address traditional knowledge associated with genetic
resources as a cross-cutting issue or in one single provision was contentious throughout most of the
deliberations (see also explanation of Article 12). Disagreement on this issue was particularly visible
in the context of compliance. A number of negotiating Parties held the position that the Protocol
should not include compliance provisions pertaining to traditional knowledge associated with genetic
resources and that it should be left to the World Intellectual Property Organization to address such
issues. Other negotiating Parties disagreed, asserting that the Nagoya Protocol would be incomplete if
it did not include compliance obligations with regard to traditional knowledge associated with genetic
resources. In the end, the latter position prevailed, giving birth to Article 16. The reason compliance
with legislation or regulatory requirements on traditional knowledge associated with genetic resources
was not treated under Article 15 may be related to the different nature as regards to the ownership of
genetic resources on the one hand and traditional knowledge associated with genetic resources on the
other hand.

Taking into account the similarities between Articles 15 and 16, explanations made under Article 15
apply to this text as well, in particular in relation to the qualifiers used.

B. Explanation

1. Each Party shall take appropriate, effective and proportionate legislative,
administrative or policy measures, as appropriate, to provide that traditional
knowledge associated with genetic resources utilized within their jurisdiction
has been accessed in accordance with prior informed consent or approval
and involvement of indigenous and local communities and that mutually
agreed terms have been established, as required by domestic access and
benefit-sharing legislation or regulatory requirements of the other Party
where such indigenous and local communities are located.

Article 16(1) of the Nagoya Protocol proclaims that Parties where traditional knowledge associated with
genetic resources is being used shall take measures to provide that PIC was obtained or that the ILCs
have given approval and have been involved prior to accessing the knowledge and that MAT have been
established if required by the ABS legislation or regulatory requirements of the country where the ILCs
are situated. This provision follows the approach taken under Article 15(1) of the Nagoya Protocol and
thus introduces an obligation for all Parties to take user measures that will support compliance with the
domestic ABS legislation or regulatory requirements addressing traditional knowledge associated with
genetic resources.

While the wording of Articles 15(1) and 16(1) is almost identical and follows a parallel structure, at least
three important differences have to be recognized:

m First, Article 15(1) refers to PIC, whereas Article 16(1) uses language borrowed from Article 7,
adding the formulation “approval and involvement” of ILCs (see explanation of Article 7 for a
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comprehensive analysis of this formulation). This formulation can also be found in Article 8(j) of
the Convention on Biological Diversity (CBD).

Second, an additional qualifier, “as appropriate”, is inserted in Article 16(1) following the main
obligation. This is a different approach from the phrasing of Article 15(1), which was done
to create further flexibility so that negotiators could achieve consensus on this particularly
controversial provision.

Third, unlike Article 15(1)’s reference only to “the other Party”, Article 16(1) specifies that the
ABS legislation or regulatory requirements are those of the Party where the ILCs are located.

In order for traditional knowledge to fall under the scope of Article 16(1) it needs to be utilized within the
jurisdiction of the Party obliged to take the measures. Such measures are formally aimed at protecting
the integrity of the law and regulatory requirements in force in the Party where the respective ILC
is located. But provided that the Party where the ILC holding the traditional knowledge associated
with genetic resources being used is located has enacted legislation or other regulatory requirements
to that effect, such measures have as an additional effect that the ILCs’ right to PIC or approval
and involvement is complied with. The measures referred to have to be appropriate, effective, and
proportionate, and they can include policy as well as measures that are legislative or administrative in
nature (see explanation of Article 15(1)).

Article 16(1) indicates that the legislation and the regulatory requirements that need to be complied
with have to be specific to ABS. The provision also indicates that the measures that the Party shall
take with regard to the requirement of PIC or the approval and involvement of the ILCs as well as the
establishment of MAT are contingent on those requirements being reflected in the domestic legislation
or regulatory requirements of the Parties in which the ILCs reside. In that regard, it is clear that the
Nagoya Protocol does not provide for compliance measures with respect to traditional knowledge
associated with genetic resources springing from Parties that do not enact ABS legislation related
to traditional knowledge. This can be read as a limitation, in particular taking into account that few
countries currently have enacted legislation on rights to traditional knowledge. In addition, from the
absence of an explicit reference to customary laws, community protocols, and procedures of ILCs, it is
clear that the obligation does not extend to those practices referred to under Article 12 unless they have
been incorporated in the ABS legislation or regulatory requirements of the Party. The situation of shared
traditional knowledge by two or more ILCs situated in different countries (Parties) was discussed during
the negotiations. However, the fact that the word “Party” is used in its singular form in this provision
seems to leave that issue unresolved.

Article 16(1) follows the continuing thread of the Nagoya Protocol regarding respect for national
sovereignty. However, while States have sovereign rights over genetic resources as stated in Article 15
of the CBD and restated in the Nagoya Protocol, in the case of traditional knowledge associated with
genetic resources the State has more of an oversight role, since traditional knowledge is the property
of the ILCs that hold it (a difference that could justify the need for two compliance provisions, Articles
15 and 16 of the Nagoya Protocol, and that also underpins the addition of the terms “approval and
involvement” of ILCs as an alternative for their PIC).

It should be recognized that the provisions on traditional knowledge associated with genetic resources
in the Protocol, including Article 16, go beyond Article 8(j) of the CBD. As stated in the Preamble of the
Protocol, the circumstances in which traditional knowledge associated with genetic resources is held
or owned by ILCs can differ from country to country. The fact that traditional knowledge is subject to
national law also adds to the complexity of the implementation of this particular provision requiring
measures that relate to domestic legislation or regulatory requirements addressing a “good” that does
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not belong to the State and to which the State is a mere custodian. Moreover, Parties in their role as
users will have to comply with a set of rules they did not take part in making and that may even be
contrary to their own rules and/or policies.

Finally, the double reference to “appropriate” appears to originate from a text of an earlier draft of the
provision that was left in after fairly intense negotiations that ended with the agreement to use the same
language as in Article 15(1). One reference qualifies the nature of the measures to be taken, which
need to be “appropriate, effective and proportionate”, while the other reference qualifies the general
obligation to take measures, “as appropriate”. As pointed out above, flexibility in implementing this
obligation is called for, given the different nature between genetic resources and traditional knowledge
associated with these resources, as well as the lack of internationally agreed definitions of the terms

“traditional knowledge associated with genetic resources”, “utilization of traditional knowledge”, and
“indigenous and local communities”.

However, it is important to note that the double qualification “as appropriate” does not justify a Party
not taking measures at all under Article 16(1) unless there are objectively sound reasons for inaction.
Indeed, the overall objective of this provision is to provide for compliance measures with regard to
traditional knowledge associated with genetic resources. Hence, a Party needs to take effective and
proportionate measures in order to comply with the provision if it is not inappropriate for some reason
to do so. In other words, Article 16(1) does establish an obligation for Parties to provide for “the good
legal status” of traditional knowledge being used within their jurisdictions.

Box 22: Article 8(j) of the CBD and Article 16 of the Nagoya Protocol

Article 8(j) of the CBD establishes an obligation for Parties to “respect, preserve and maintain
knowledge, innovations and practices of indigenous and local communities embodying traditional
lifestyles relevant for the conservation and sustainable use of biological diversity and promote their
wider application with the approval and involvement of the holders of such knowledge, innovations
and practices and encourage the equitable sharing of the benefits arising from the utilization of
such knowledge, innovations and practices”.

The Conference of the Parties of the CBD has established an Ad Hoc Working Group to discuss
issues related to the implementation of this provision, and for years in different fora the question
of how to achieve this objective has been discussed. The challenges identified there are of the
same nature as the ones that Parties to the Nagoya Protocol are likely to encounter in relation
with implementation of the provisions that expressly refer to traditional knowledge associated with
genetic resources, such as Article 16.

Notably, one of the difficulties surrounding the implementation of the obligation under Article 16(1)
resides in the fact that in order for countries to enact user measures to provide that traditional
knowledge has been accessed legally, they have first to be able to identify the particular traditional
knowledge that is being used and that was accessed with the genetic resources. The main obstacle
is that in every case it will depend on the definition of the concept of traditional knowledge, since
the term is not defined in the Nagoya Protocol nor is there a common understanding of its exact
meaning.
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2. Each Party shall take appropriate, effective and proportionate measures to
address situations of non-compliance with measures adopted in accordance
with paragraph 1 above.

Paragraph 2 requires each Party to address situations where a user within its jurisdiction is found to be
in non-compliance with the measures taken by the Party itself in accordance with Paragraph 1. When
a user does not observe such measures, the Party shall take further measures that are qualified as
appropriate, effective, and proportionate.

The wording of Article 16(2) is identical to Article 15(2) of the Nagoya Protocol. Consequently, the
explanations made under this provision apply here also.

3. Parties shall, as far as possible and as appropriate, cooperate in cases
of alleged violation of domestic access and benefit-sharing legislation or
regulatory requirements referred to in paragraph 1 above.

Article 16(3) states that Parties shall co-operate in situations of potential violations of domestic ABS
legislation or regulatory requirements of the Party where ILCs are located and that account for obtaining
their PIC or approval and involvement and for the establishment of MAT for access to traditional
knowledge associated with genetic resources.

Again, the wording of Article 16(3) is identical to Article 15(3) of the Nagoya Protocol. Consequently, the
explanations made under this provision apply here also.
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Article 17
Monitoring the Utilization of Genetic Resources

1. To support compliance, each Party shall take measures, as appropriate, to monitor and
to enhance transparency about the utilization of genetic resources. Such measures shall
include:

(a) The designation of one or more checkpoints, as follows:

(i) Designated checkpoints would collect or receive, as appropriate, relevant
information related to prior informed consent, to the source of the genetic resource,
to the establishment of mutually agreed terms, and/or to the utilization of genetic
resources, as appropriate;

(i) Each Party shall, as appropriate and depending on the particular characteristics of
a designated checkpoint, require users of genetic resources to provide the information
specified in the above paragraph at a designated checkpoint. Each Party shall take
appropriate, effective and proportionate measures to address situations of non-
compliance;

(i) Such information, including from internationally recognized certificates of
compliance where they are available, will, without prejudice to the protection of
confidential information, be provided to relevant national authorities, to the Party
providing prior informed consent and to the Access and Benefit-sharing Clearing-
House, as appropriate;

(iv) Checkpoints must be effective and should have functions relevant to implementation
of this subparagraph (a). They should be relevant to the utilization of genetic resources,
or to the collection of relevant information at, inter alia, any stage of research,
development, innovation, pre-commercialization or commercialization.

(b) Encouraging users and providers of genetic resources to include provisions in mutually
agreed terms to share information on the implementation of such terms, including
through reporting requirements; and

(c) Encouraging the use of cost-effective communication tools and systems.

2. A permit or its equivalent issued in accordance with Article 6, paragraph 3 (e) and
made available to the Access and Benefit-sharing Clearing-House, shall constitute an
internationally recognized certificate of compliance.

3. An internationally recognized certificate of compliance shall serve as evidence that the
genetic resource which it covers has been accessed in accordance with prior informed
consent and that mutually agreed terms have been established, as required by the
domestic access and benefit-sharing legislation or regulatory requirements of the Party

providing prior informed consent. >
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4. The internationally recognized certificate of compliance shall contain the following
minimum information when it is not confidential:

(a) Issuing authority;

(b) Date of issuance;

(c) The provider;

(d) Unique identifier of the certificate;

(e) The person or entity to whom prior informed consent was granted,;
(f) Subject-matter or genetic resources covered by the certificate;

(9) Confirmation that mutually agreed terms were established;

(h) Confirmation that prior informed consent was obtained; and

(i) Commercial and/or non-commercial use.

A. Background

Article 17 concerns the way in which Parties to the Nagoya Protocol should monitor the utilization
of genetic resources. It is intended to support compliance with obligations under the Protocol and
to improve transparency about the use of genetic resources by establishing a non-exhaustive list
of monitoring tools. The title of the provision, “Monitoring the Utilization of Genetic Resources”,
presupposes that the obligation to monitor refers only to the utilization of genetic resources as defined
in Article 2(c) of the Nagoya Protocol but not to traditional knowledge associated with genetic resources.
This understanding is supported by the fact that earlier versions of the draft negotiating text included
references to traditional knowledge in the title as well as the operative text of the provision that were
left out in the end.

The need for monitoring obligations was close to the heart of a number of Parties during the negotiations.
These Parties made it clear that they expected the Nagoya Protocol to reinforce the measures on
compliance with specific obligations on monitoring and with the mandatory establishment of
predetermined “checkpoints”. These would need to be accompanied by an internationally recognized
certificate of compliance covering the specific genetic resource under consideration, with standard
features to allow international recognition.

Checkpoints were initially proposed as an incentive for users to comply with access and benefit-sharing
(ABS) obligations established in the jurisdiction of a provider country. Supporters of the proposal also
argued that transactions and uses of genetic resources would need to be verified by authorities in
States where genetic resources are utilized.

One issue of serious disagreement between developed and developing countries was the listing
of specific checkpoints. During the negotiating process, proposed checkpoints included customs
authorities, patent offices, market approval offices, research funding agencies, and indigenous and
local community (ILC) representatives. However, there were a variety of views on the value of patent
offices and other identified checkpoints to achieve the objective of the provision.
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On the one hand, countries argued that Parties should establish effective checkpoints, understood as
places where a user would need to go to and provide pertinent information when undertaking research
and development on a genetic resource, when claiming a right in relation to the innovation made from
such research and development, or when commercializing any resultant product. In the opinion of this
group of countries, without such checkpoints compliance could not be achieved effectively.

On the other hand, a number of countries expressed their view that prescribed checkpoints would
lack the necessary flexibility to address the different scenarios that could arise in this context. They
also expressed their concern that a system that included disclosure obligations in patent applications
and patent offices as checkpoints would be costly and ineffective in the fight against misappropriation
while at the same time invoking non-compliance with the international patent system and the risk of
undermining innovation.

Another concept that was introduced during the negotiating process was that of a so-called certificate
of compliance, a term that was later accepted to refer to a specific monitoring tool. The initially
proposed concept foresaw the application of such certificates to cases of compliance with domestic
ABS regimes, as well as a system of internationally recognized certificates rather than a globally
harmonized one. Traditional knowledge associated with genetic resources was excluded from the
certification system, possibly reflecting the view that due to its intangible nature, traditional knowledge
would pose practical difficulties requiring special consideration before the development of a traditional
knowledge certification scheme.

Eventually both concepts — checkpoints and the internationally recognized certificate of compliance
— were included in Article 17 of the Nagoya Protocol, with a particular impact on the structure of the
provision. Within Article 17, two distinct parts can be identified: Paragraph 1 institutes the obligation to
monitor and enhance transparency about the utilization of genetic resources, including the designation
of one or more checkpoints. Paragraphs 2, 3 and 4 refer to the internationally recognized certificate of
compliance, an issue that is no doubt related, but that perhaps could have benefited from having its
own separate provision.

B. Explanation

1. To support compliance, each Party shall take measures, as appropriate,
to monitor and to enhance transparency about the utilization of genetic
resources. Such measures shall include:

The objective of Article 17 of the Nagoya Protocol is “to support compliance” as indicated at the
beginning of Paragraph 1. There is no specification about whether the provision aims at supporting
compliance with a specific provision of the Protocol, with prior informed consent (PIC) and mutually
agreed terms (MAT), with the Protocol as a whole, or with domestic ABS legislation and regulatory
requirements of the Parties. All these options were at some point on the table during the negotiations.
From the explanations of Articles 15, 16, and 18, however, it can be concluded that Article 17 is of a
complementary nature and aims at supporting compliance with domestic ABS legislation requiring PIC
and the establishment of MAT as well as with user measures. Such understanding is supported by the
fact that the internationally recognized certificate of compliance that is regulated in Article 17(2)-(4)
serves all these functions.
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The use of the term “shall” denotes a mandatory requirement for the Parties to take measures in
order to support compliance. Although the obligation is unequivocal, some uncertainty is added by the
introduction of the qualifier “as appropriate”. In the context of the chapeau of Article 17(1), this qualifier
can introduce a certain degree of discretion to each Party when deciding on the nature of the measures
or it can be read as indicating that the measures that have to be taken need to be appropriate, meaning
fitting or relevant to achieve the intended objective. In the same manner, the aim of the measures is to
monitor and enhance transparency about the “utilization of genetic resources”, a concept that has to
be read as defined in Article 2(c) of the Nagoya Protocol.

Paragraph 1 categorically affirms that for a Party to implement this provision, at a minimum it has to
undertake all three measures listed in Subparagraphs (a), (b), and (c). It is important to note that this
provides a non-exhaustive list of measures, meaning that additional measures can be taken as well.
The non-exhaustive list of measures contains the following:

(@) The designation of one or more checkpoints, as follows:

Paragraph 1(a) calls for the designation of one or more checkpoints. A Party must then nominate at
least one entity where monitoring will take place. The provision does not prescribe the use of any
particular checkpoint.

At the final stages of the negotiation, when it was clear that developed countries would not accept
references to examples of possible checkpoints within the provision, some developing countries
proposed that each Party within a certain period of time would be obliged to notify the Secretariat of
the checkpoints designated by that Party. The language did not get through the final text, nor did a
proposal that invited Parties that had included patent offices as checkpoints in their national laws to
designate those as their checkpoints. The compromise text in Paragraph 1(a) leaves Parties with the
necessary flexibility to decide on the form of the one or multiple checkpoints that they designate as
long as any checkpoint satisfies the characteristics defined in the provisions under (i)-(iv).

(i) Designated checkpoints would collect or receive, as appropriate, relevant
information related to prior informed consent, to the source of the genetic
resource, to the establishment of mutually agreed terms, and/or to the utilization
of genetic resources, as appropriate;

Subparagraph (a)(i) is about the function of the designated checkpoints. The context and the history of
the negotiations indicate that despite the use of the term “would”, the intention was not to deprive this
provision of its binding nature and that the main function of designated checkpoints is to “collect or
receive, as appropriate, relevant information”. The two verbs used (“collect or receive”) imply an active
role as well as a passive role for the checkpoint. Parties are given the discretion to decide whether
they favour one or the other, thanks to the addition of the formulation “as appropriate”. The use of the
conjunction “or” instead of “and” should be read as implying that assigning both roles to the same
checkpoint is an option, the minimum being that the Party does assign one or the other. However,
nothing prevents a Party from implementing this more stringently by requiring both.

The information collected or received by the checkpoints has to be “relevant”. This qualification has
its origin in the concerns of some negotiators that the obligation could entail an arbitrary capture of
activity. The argument was also made that the intention was to avoid a situation where a checkpoint
would be submerged by information that will have no relation whatsoever with the objective and scope
of the Nagoya Protocol. Furthermore, a list is provided to indicate that the information has to be closely
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connected to the PIC procedure (for instance, whether and how it has been requested), the source of
the genetic resources (the provenance of the sample of the genetic resources), the establishment of
MAT (whether they have been established), and the utilization of genetic resources as defined in Article
2(c) (for instance, information that refers to the research and development phase).

The use of the “and/or” as well as an additional inclusion of the formulation “as appropriate” at the end
of the listing in Article 17(1)(a)(i) points to the fact that each Party will have to decide on the suitability of
each of these elements. In other words, not necessarily all information listed above has to be revealed.

(i) EachPartyshall,asappropriateanddependingontheparticularcharacteristics
of a designated checkpoint, require users of genetic resources to provide the
information specified in the above paragraph at a designated checkpoint. Each
Party shall take appropriate, effective and proportionate measures to address
situations of non-compliance;

Subparagraph (a)(ii) acknowledges that for checkpoints to function, each Party shall compel users to
supply at a designated checkpoint the information listed in Subparagraph (a)(i). The obligation is subject
to the particular characteristics of a designated checkpoint and again to the qualifier “as appropriate”,
therefore providing flexibility and reaffirming what was said above about the possibility for Parties to
decide that a checkpoint would be limited to a passive role.

In such cases, the Party will still be under an obligation to request the user to make the information
available. The wording specifying that the subjects of the request for information are the “users” can
be read as having the effect of narrowing down the flexibility provided in Subparagraph (a)(i) in relation
to the sources from which the information will be received.

An obligation for individual Parties to take measures to address situations of non-compliance with
the measures requiring the provision of information is also incorporated in Subparagraph (a)(ii). No
examples of possible measures are given. Therefore, they are left at the discretion of the Party as long
as they are qualified as being “appropriate, effective and proportionate”, qualifiers that have the same
meaning as explained under Article 15.

(iii) Such information, including from internationally recognized certificates of
compliance where they are available, will, without prejudice to the protection
of confidential information, be provided to relevant national authorities, to the
Party providing prior informed consent and to the Access and Benefit-sharing
Clearing-House, as appropriate;

Subparagraph (a)(iii) states that the information received or collected by the designated checkpoints
has to be provided to three actors:

= relevant national authorities — the relevance in this context will be determined by the legal
competence of a public entity on issues related to ABS in accordance with Article 6(1) of the
Nagoya Protocol, or to the particular transaction;

m the Party providing PIC - in accordance with Article 6(1), this will be the Party providing the
genetic resources that is the country of origin of such resources or a Party that has acquired
the genetic resources in accordance with the Convention on Biological Diversity (CBD), unless
otherwise determined by that Party; and
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s the ABS Clearing-House (ABS CH) - established under Article 14 of the Nagoya Protocol,
this shall serve as a means for sharing information and will be hosted by the clearing-house
mechanism of the CBD.

Furthermore, information is to be provided under two caveats: first, that it is deemed appropriate by
the Party providing PIC and, second, that the information is not confidential. Taking into account that
the Nagoya Protocol is silent on the matter, confidentiality will be determined by a process in the Party
providing the information. The formulation “as appropriate” at the end of the sentence can also be read
as relating to the relevant national authorities to which the information is to be sent.

Subparagraph (a)(iii) introduces for the first time in the Nagoya Protocol the term “internationally
recognized certificate of compliance”. The issue of the legal nature of the certificate then presents
itself. The fact that the provision acknowledges that there will be cases where the certificate will not
be available indicates that it is not mandatory in all cases, for instance where a Party does not require
PIC. Nevertheless a systematic reading of Articles 17(2), 14(2), and 6(3)(e) indicates that when a Party
requires PIC pursuant to Article 6(3)(e), a permit or equivalent will be required together with a report of
the permit to the ABS CH. This reporting then turns the permit or its equivalent into an internationally
recognized certificate of compliance pursuant to Article 17(2). Therefore in this case it will be mandatory
to produce such certificate in order to demonstrate compliance.

When seeking to understand this provision and its relation to other articles in the Nagoya Protocol, two
different readings may be possible. On the one hand, some argue that the text and the history of the
negotiations as well as the outcome from the first meeting of the Open-ended Ad Hoc Intergovernmental
Committee for the Nagoya Protocol on ABS indicate that the mere registration of a permit or equivalent
does elevate the permit to the status of an internationally recognized certificate of compliance and
that no additional action is required. This view implies that Article 17(4) sets out the required elements
to be disclosed to the ABS CH to give effect to the intention at Article 17(2) to create certificates of
compliance through the interaction of Articles 6 and 17. Moreover, it may be difficult to envisage a
situation where a Party requiring PIC would deprive itself of the protections established via certificates
of compliance by not providing the information required at Article 17(4).

On the other hand, others see the permit or its equivalent as being different from the internationally
recognized certificate of compliance and they question whether the registered information itself
constitutes the internationally recognized certificate; if so, there are two different tools. Furthermore, it
can also be claimed that the first is mandatory while the second is of a voluntary nature if the notification
to the ABS CH does not include the required elements set out at Article 17(4).

(iv) Checkpoints must be effective and should have functions relevant to
implementation of this subparagraph (a). They should be relevant to the utilization
of genetic resources, or to the collection of relevant information at, inter alia,
any stage of research, development, innovation, pre-commercialization or
commercialization.

Subparagraph (a)(iv) states that checkpoints must be effective. It is interesting to note that the use of
the word “must” instead of “should” or “shall” is unusual, and that the word “relevant” occurs three
times. This may be the result of the rush to adopt this provision when consensus was reached on its
content. In general, after very difficult negotiations any attempt to change the drafting entails the risk
of reopening the discussion.
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The Nagoya Protocol does not set criteria to define effectiveness. Therefore, it is up to the Parties
to determine whether a designated checkpoint has achieved the desired effect of monitoring and
enhancing transparency about the utilization of genetic resources, as established in Paragraph 1.

In addition, checkpoints should have functions relevant to the implementation of Paragraph 1(a).
This statement seems redundant considering that the text in (a) is all about checkpoints and their
functioning. The same comment applies to the assertion that they should be relevant to the utilization
of genetic resources, which has already been made clear in Paragraph 1.

The last part of the sentence refers to the collection of relevant information at, inter alia, any stage of
research, development, innovation, pre-commercialization, or commercialization. Arguably, the listing
could be surpassing the scope of Article 17, which only refers to the utilization of genetic resources,
a term defined under Article 2(c) of the Protocol as to include research and development but not
explicitly mentioning other activities such as innovation, pre-commercialization, or commercialization.
Following this line of thought, it could be concluded that some of the collected information may indeed
be irrelevant for implementing Article 17 of the Nagoya Protocol, and this part of the provision might
be inconsistent with the other parts of Article 17(1). Alternatively, innovation, pre-commercialization, or
commercialization can be understood as being elements of the concept of development.

It must be recognized that the Latin expression inter alia is equivalent to “amongst other things”
and leaves no doubt that the list is only of an indicative nature. The preceding preposition allows a
checkpoint to operate at any point according to the trail of activities listed.

(b) Encouraging users and providers of genetic resources to include provisions
in mutually agreed terms to share information on the implementation of such
terms, including through reporting requirements; and

Paragraph 1(b) contains an obligation for each Party to promote that both providers and users include
provisions in MAT in order to share information on its implementation. Such provisions can encompass
reporting requirements. Parties may consider Paragraph 1(b) as an addition to the list contained in
Article 6(3)(g) of what may be included when developing MAT.

Itis important to note that the Nagoya Protocol does not go as far as requiring legislation to be developed
or for Parties to include the reporting requirement as mandatory, although it does not preclude the
possibility of a Party taking such a measure if it so wishes.

(c) Encouraging the use of cost-effective communication tools and systems.

Paragraph 1(c) calls for the use of cost-effective communication tools and systems to monitor and to
enhance transparency about the utilization of genetic resources. The first tool that comes into mind is
the Internet, as now broadly available and accessible to many. Digital libraries and web registries are
examples of possible ways to implement this provision. Although the provision points to a paperless
system, it does not preclude a mixture of paper and electronic formats. Such tools and systems are
qualified as having to be “cost-effective”, meaning that Parties will need to avoid implementing tools
and systems that do not keep a balance between the costs involved and the effectiveness of the
measure.
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2. A permit or its equivalent issued in accordance with Article 6, paragraph 3 (e)
and made available to the Access and Benefit-sharing Clearing-House, shall
constitute an internationally recognized certificate of compliance.

Article 17(2) of the Nagoya Protocol determines what shall constitute an internationally recognized
certificate of compliance. It states that an internationally recognized certificate of compliance is a
permit or its equivalent produced as evidence of the decision to grant PIC and of the establishment
of MAT. It should be made available to the ABS CH pursuant to Article 6(3)(e) of the Protocol, which
indicates its value for monitoring the utilization of genetic resources.

Subsequent Paragraphs 3 and 4 also address the internationally recognized certificate of compliance,
a term that was introduced in Article 17(1)(a)(iii) as a potential source of information, amongst others,
but that it is not defined under Article 2 of the Nagoya Protocol on the use of terms. In addition,
no procedure is found in the Protocol for the issuance of an internationally recognized certificate of
compliance, nor is it explicitly mentioned what person or entity will be entitled to produce the certificates.
A comprehensive reading of the Protocol, in particular of Articles 6 and 13, can however point out to
the competent national authorities to provide the original permit to the ABS CH. If the information
criteria under Paragraph 4 are met, the permit then constitutes an internationally recognized certificate
of compliance.

It should be recognized that Parties at the Conference of the Parties serving as the meeting of the
Parties to the Nagoya Protocol may decide to consider the need to develop a shared understanding
as regards the issue of a common format for the internationally recognized certificate of compliance as
well as for a procedure for updating such a certificate.

3. An internationally recognized certificate of compliance shall serve as
evidence that the genetic resource which it covers has been accessed in
accordance with prior informed consent and that mutually agreed terms have
been established, as required by the domestic access and benefit-sharing
legislation or regulatory requirements of the Party providing prior informed
consent.

The basic role of the certificate, as stated in Article 17(3), is to provide evidence of compliance with
domestic ABS legislation or regulatory requirements that require PIC and the establishment of MAT.
The certificate can then contribute to addressing eventual conflicts that could arise from the existence
of two different jurisdictions: the one of the Party where the genetic resources are accessed and the
one of the Party where they are used.

The provision partly mirrors language found in Article 15(1) of the Protocol, which indicates that users
of genetic resources who can present an internationally recognized certificate of compliance have
sufficient evidence that they accessed the resources in a manner that is in compliance with the ABS
legislation or regulatory requirements of the Party that provided the genetic resources. Parties are
therefore obliged to acknowledge that fact in their domestic ABS legislation or regulatory requirements.

Furthermore, it is important to note that the Nagoya Protocol is silent on how to address situations
where internationally recognized certificates of compliance are not available. Situations where uses
of genetic resources are outside of the ABS requirements under the Nagoya Protocol include those
related to pre-CBD material, to the high seas and the deep seabed, and to genetic resources from
States that do not require PIC.
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4. The internationally recognized certificate of compliance shall contain the
following minimum information when it is not confidential:

Article 17(4) of the Nagoya Protocol provides a list of the minimum information that an internationally
recognized certificate of compliance shall contain. Following the explanation under Article 17(2), if that
provision is interpreted as meaning that registration at the ABS CH transforms a domestic permit into
an internationally recognized certificate of compliance, then the list in Paragraph 4 will result in a global
minimum harmonization of domestic permits.

It is important to note that the information listed is to be provided only when it is not confidential. As
the Protocol does not define confidentiality, it is left to each Party to decide what information will not
be shared. Furthermore, the provision states that the information listed is the minimum, indicating that
nothing prevents a Party from including additional data (e.g., information on conditions for third-party
transfer).

(a) Issuing authority;
(b) Date of issuance;
(c) The provider;

According to the three items at the top of the list, contact details of the authority that issued the
certificate must be submitted together with the date of its issuance as well as the details of the entity
that holds the right to provide the genetic resources.

(d) Unique identifier of the certificate;

The intention of providing a unique identifier for each permit or its equivalent as referred to in
Subparagraph 4(d) is to facilitate searches. The format of such an identifier has not been determined.
Amongst the options discussed for this was the development of guidelines for governments at the
time of issuing the permit or for the ABS CH at the time of submission, in order to generate the unique
identifier. The combination of a government-issued identifier and a reference code issued by the ABS
CH at the time it received the information was also mentioned.

(e) The person or entity to whom prior informed consent was granted;

The data provided under (e) should allow contacting, if needed, the person or entity to which the Party
providing the genetic resources granted PIC.

(f) Subject-matter or genetic resources covered by the certificate;

Subparagraph 4(f) requires information on the subject matter or genetic resources covered by the
certificate. This could include biota at any taxonomic rank — which may carry a taxonomic name - and
might also include a locality where the material was collected. In addition, the genetic resource may
be identified through reference to a voucher specimen or field notes held in an identified archive or
collection.
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(g) Confirmation that mutually agreed terms were established;

Confirmation that MAT were established is included as Subparagraph 4(g) and can be provided in the
form of a checkbox. Additional information could even include the identity of the contracting Parties,
the date of establishment of MAT, and the full text of the agreement.

(h) Confirmation that prior informed consent was obtained; and

In the same manner, confirmation that PIC was obtained is required under Subparagraph 4(h) and
can also be provided in the form of a checkbox. As an option, the purpose of the use of the genetic
resources can also be reported.

() Commercial and/or non-commercial use.

Finally, a checkbox can also be used to inform on commercial and/or non-commercial use. It is left
for the Parties to determine what “commercial use” means, since the Protocol does not define these
terms.
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Article 18

Compliance with Mutually
Agreed Terms

1. In the implementation of Article 6, paragraph 3 (g) (i) and Article 7, each Party shall
encourage providers and users of genetic resources and/or traditional knowledge
associated with genetic resources to include provisions in mutually agreed terms to
cover, where appropriate, dispute resolution including:

(a) The jurisdiction to which they will subject any dispute resolution processes;
(b) The applicable law; and/or
(c) Options for alternative dispute resolution, such as mediation or arbitration.

2. Each Party shall ensure that an opportunity to seek recourse is available under their legal
systems, consistent with applicable jurisdictional requirements, in cases of disputes
arising from mutually agreed terms.

3. Each Party shall take effective measures, as appropriate, regarding:
(a) Access to justice; and

(b) The utilization of mechanisms regarding mutual recognition and enforcement of foreign
judgments and arbitral awards.

4. The effectiveness of this article shall be reviewed by the Conference of the Parties serving
as the meeting of the Parties to this Protocol in accordance with Article 31 of this Protocol.

A. Background

Article 18 of the Nagoya Protocol, together with Articles 15, 16, and 17, completes the set of provisions
covering “user country measures” in the Nagoya Protocol. The title of the article indicates that its
content is, once again, addressing compliance. The meaning of the word “compliance” is the same as
explained under Articles 15 and 16. This means that it refers to a state of adherence to norms.

However, it is important to understand that Articles 15 and 16 are about the observance of domestic
access and benefit-sharing (ABS) legislation or regulatory requirements, including norms for traditional
knowledge associated with genetic resources, hence covering situations of what was referred to during
negotiations as “misappropriation”. In contrast, Article 18 is the result of the concerns expressed by
some Parties in relation to situations involving observance of the mutually agreed terms (MAT) reached
by a user and a provider. During negotiations, situations where MAT have been breached by a user
were often referred to as “misuse”.

Domestic ABS arrangements often require prior informed consent (PIC) and MAT. While PIC is a public
—that is, a non-contractual act that is not governed by the rules of private international law — MAT are
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normally set out in a civil law contract even if it is concluded between a public authority and a private
entity. It is commonly understood that relationships of a contractual nature where private parties are
involved fall in the domain of private international law when one party resides in a foreign country. They
are usually not dealt with through a public international law instrument, such as the Nagoya Protocol,
which is deemed to rule relationships between States.

Private international law, also called conflict of laws, refers to the body of domestic principles and rules
applicable to transborder cases involving private relationships that contain at least one legally relevant
foreign element." It seeks to regulate, first, which jurisdiction applies to a dispute; second, which law
applies to the dispute; and third, whether and how eventual decisions or judgments are recognized
and may be enforced in another jurisdiction. Private international law is part of the internal law of
each State, and in that sense it differs from public international law that regulates the relations among
sovereign States and international organizations. Each State has its own national rules on conflict of
laws, but some of these may have been harmonized through international agreements, guidelines, and
model laws.

The text of Article 18 reflects the legal difficulties associated with the fact that the Nagoya Protocol as
an international treaty has limitations in regulating contracts between two parties that may or may not
be States.

B. Explanation

1. Inthe implementation of Article 6, paragraph 3 (g) (i) and Article 7, each Party
shall encourage providers and users of genetic resources and/or traditional
knowledge associated with genetic resources to include provisions in
mutually agreed terms to cover, where appropriate, dispute resolution
including:

Article 18(1) of the Nagoya Protocol addresses the issue of dispute resolution. This provision has its
origin in the concerns expressed by some countries regarding their lack of capacity to address situations
where there is a breach of MAT. However, the demand for a provision to address such situations
encountered resistance from other countries that argued on legal grounds that an international treaty
such as the Nagoya Protocol could not regulate a relationship that often involves private persons.

Article 6(3)(g)(i) of the Protocol already refers to the specific element of a dispute settlement clause
that may be included in MAT. In addition, according to Article 18(1), each Party is obliged to encourage
users and providers to determine the way a dispute would be resolved in case it arises in relation to the
implementation of MAT. It is important to note that the provision specifically refers to MAT established
in relation to traditional knowledge associated with genetic resources as addressed in Article 7.
Furthermore, it uses the formulation to “encourage” and includes the qualifier “where appropriate,”
which indicate extensive flexibility of Parties in the implementation of this obligation. However, it should
be recognized that even without the Nagoya Protocol it would be common practice for contractual

1 Submission by Canada, Compilation of Submissions by Parties, Governments, International Organizations,
Indigenous and Local Communities and Relevant Stakeholders on Compliance in the Context of the
International Regime on Access and Benefit-Sharing. Contained in document UNEP/CBD/ABS/GTLE/2/2,
p. 5, 19 December 2008.
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arrangements, such as MAT, to govern the way in which a dispute should be settled and to include
appropriate dispute settlement clauses agreed to by the contracting parties.

Paragraph 1 also contains a list of items related to dispute resolution to be included in MAT. These items
are connected by the formulation “and/or”, which means that all of them can be included in MAT or only
one of them. While this formulation provides additional flexibility to the Parties in the implementation of
the provision, some may not consider it common practice in the drafting of legal instruments.

(a) The jurisdiction to which they will subject any dispute resolution processes;

Subparagraph (a) refers to the jurisdiction to which a dispute resolution process should be subjected
— that is, the authority of a particular country and court to administer the dispute resolution process.
In this regard, it should be noted that some States have adopted international or regional instruments
for co-operating on jurisdictional matters, but common practice is that domestic legislation determines
whether the courts of a particular country have jurisdiction over a dispute. In the case of contractual
disputes, a general rule is that the defendant shall be prosecuted in the courts of its place of residence.

According to Article 18(1)(a), Parties shall encourage users and providers of genetic resources and
traditional knowledge associated with genetic resources to include a so-called express jurisdiction
clause in the MAT. Such a clause aims to specify where the contracting parties wish to file a claim in
case a dispute arises in relation to the MAT. It should be noted that Parties to the agreement may wish
to bring an action for breach of the contract in the jurisdiction of the user, in order to avoid the issue of
recognition and enforcement of judgments discussed under Paragraph 3(b).

(b) The applicable law; and/or

Subparagraph (b) refers to the applicable law — the law of a particular country that will govern the
dispute. It should be recognized that where the parties of an agreement have not selected a governing
law and it cannot be inferred from the circumstances, common law courts will apply the system of law
with which the transaction has its closest and most real connection or “the proper law of the contract”.
Some facts may influence the determination by the judge of the law that is the most closely connected
to the transaction. The court would look, for example, at such factors as the place of performance, the
place of residence or business of the parties, and the nature and subject matter of the contract.

It is important to note that in cases where parties fail to include a choice of jurisdiction or a choice
of applicable law in their MAT, the Nagoya Protocol does not provide specific guidance on how to
determine the jurisdiction and applicable law.

(c) Options for alternative dispute resolution, such as mediation or arbitration.

Finally, Subparagraph (c) concerns alternative dispute resolution — that is, processes and techniques for
resolving disputes outside of the judicial (formal litigation) process. Two possible options of alternative
dispute resolution are specifically mentioned for users and providers to consider, including when
agreeing on the terms of the contract:

= Arbitration: In arbitration, the two disputing parties select an impatrtial third party, the so-called
arbitrator. Both parties usually agree in advance to participate in a hearing at which they can
present evidence and testimony. Furthermore, they agree to comply with the arbitrator's
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decision, which is usually final and not re-examined by courts. Unlike a mediator, the arbitrator
does not actively participate in the discussion.

= Mediation: In mediation, the conflicting parties attempt to settle their dispute through the
active participation of a third party, the so-called mediator. The role of the mediator is to find
points of agreement that help the disputing parties agree on a fair result. Mediation needs to be
distinguished from arbitration, where the arbitrator acts much like a judge but in a less formal.

It is important to note that mediation and arbitration are not the only options for alternative dispute
resolution that come into play under Article 18(1)(c). This is also indicated by the use of the formulation
“such as”. However, both mechanisms are frequently used in private international law for the main
reason that they can be expeditious and may entail a less costly and time-consuming procedure than
submitting the claim to the judicial system of one of the parties in conflict.

In this context, the 1958 United Nations New York Convention on the Recognition and Enforcement
of Foreign Arbitral Awards is relevant, as is has a relatively wide membership (146 Parties as of 2012).
Equally pertinent are the 2001 Permanent Court of Arbitration Optional Rules for Arbitration of Disputes
relating to Natural Resources and/or the Environment. One important feature of these Rules is that they
are available for disputes that involve States, non-governmental organizations, private companies, or
individuals — a characteristic well-suited to ABS contractual agreements that, as mentioned before, can
involve different types of actors.

2. EachParty shall ensure that an opportunity to seek recourse is available under
their legal systems, consistent with applicable jurisdictional requirements, in
cases of disputes arising from mutually agreed terms.

Article 18(2) of the Nagoya Protocol establishes an obligation for each Party to ensure at the domestic
level that if a dispute arises from MAT, recourse is available under its legal system. This provision arose
from the desire of some Parties to get some kind of assurance from the Protocol that remedies (e.g.,
civil and commercial) could be sought in all jurisdictions independent of the nationality of the claimant.

Paragraph 2 does not mention whether the opportunity to seek resource shall also be granted to foreign
citizens. It makes clear, however, that such recourse has to be consistent with applicable jurisdictional
requirements of the Party concerned. The availability of recourse to courts will therefore depend in
practice on the chosen jurisdiction and applicable law, as established in MAT and accepted by the
named court (see Article 18(1)(a) and (b)). In the absence of such contractual clauses, the opportunities
to seek resource will be determined by non-contractual private international law rules of the country
where the legal action shall be taken.

Paragraph 2 further emphasizes that a Party will not have to run counter its national legislation in order
to comply with this obligation. This truism was added because some negotiators where calling for
sanctions such as imprisonment if MAT were breached, while others maintained that using criminal
provisions to attain civil remedies, such as enforcement of contracts, was not good practice.

It should be noted that in practice, most if not all countries in the world provide an opportunity in
their legal systems to seek recourse in cases of breach of contract. Consequently, it could be argued
that Article 18(2) is stating the obvious and has little added value. However, Article 18(2) may also be
understood as indicating a broader approach to reinforcing the obligations enshrined in Article 18 in
relation to jurisdiction and access to justice, as these are two essential components of the requirement
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of making available opportunities to seek recourse. The latter approach could imply the establishment
of a duty for Parties to provide for judicial remedies, including access to their courts and tribunals
to nationals of other Parties. It could also be argued that forum courts, when seized for a dispute
arising from MAT, should assert their jurisdiction unless the complaint is apparently based on uncertain
jurisdictional grounds (e.g., where none of the parties to the MAT have real connection with the forum)
(Chiarolla, 2011, p. 8).

3. Each Party shall take effective measures, as appropriate, regarding:

The chapeau of Article 18(3) of the Nagoya Protocol establishes an obligation for each Party to adopt
measures that are related to issues listed in Subparagraphs (a) (on access to justice) and (b) (on the
use of mechanisms regarding mutual recognition and enforcement of foreign judgments and arbitral
awards).

First it is important to note that it is not for the Parties jointly to take the measures referred to, something
that would have implied harmonization of jurisdictional requirements between Parties. Instead, it is for
“each Party” to enact such measures at the domestic level. Second, the measures shall be taken (only) if
it is judged by the Party “appropriate” to do so. Third, the use of the word “regarding”, which in its usual
sense means concerning or in connection with something, means stricto sensu that the measures do
not need to be aimed at or shall be undertaken to achieve something specific. Instead, they only have
to be related to the issues listed in Subparagraphs (a) and (b). While these three elements seem to limit
the scope of the obligation, it must be recognized that the chapeau also refers to “effective” measures.

(a) Access to justice; and

Subparagraph (a) refers to domestic measures regarding access to justice. The term “access to justice”
is not defined in the Nagoya Protocol. It is also not self-explanatory, as during the negotiations it was
understood in a broad as well as a narrow sense. For example, some Parties considered the notion
of access to justice to be underpinned by social equity issues, which look beyond purely procedural
matters. This broad understanding was based on some Parties’ concerns about the high costs of
litigating, especially in developed countries.?

In order to determine what the concept of access to justice may entail, its meaning in other international
instruments can be taken into consideration. Such international instruments include:

= the 1998 Convention on Access to Information, Public Participation in Decision-Making and
Access to Justice in Environmental Matters (Aarhus Convention);

= the 1980 Hague Convention on International Access to Justice;
= the 1992 Rio Declaration on Environment and Development;

= the 2002 New Delhi Declaration of Principles of International Law relating to Sustainable
Development (adopted by the International Law Association); and

2 Submission by European Community and its Member States, Compilation of Submissions by Parties,
Governments, International Organizations, Indigenous and Local Communities and Relevant Stakeholders
on Compliance in the Context of the International Regime on Access and Benefit-Sharing. Contained in
document UNEP/CBD/ABS/GTLE/2/2, p. 21, 19 December 2008.
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= the 2010 Guidelines for the development of national legislation on access to information, public
participation and access to justice in environmental matters (adopted by the United Nations
Environmental Programme (UNEP)).

It has to be noted, however, that the Rio Declaration, the New Delhi Declaration, and the UNEP
Guidelines are only soft-law instruments — that is, they are not legally binding for any country — and that
the Aarhus Convention and the 1980 Hague Convention have only limited membership.

Box 23: Relevant International Instruments Pertaining to Access to Justice

Access to justice is addressed by different international instruments that might provide guidance in
understanding Article 18(3)(a) of the Nagoya Protocol:

= Aarhus Convention on Access to Information, Public Participation in Decision-Making and
Access to Justice in Environmental Matters

The Aarhus Convention was adopted in the framework of the United Nations Economic Commission
for Europe in 1998 and entered into force on 30 October 2001. As of February 2012 it had 44 Parties.
The Aarhus Convention is open for accession by any other State not member of the European
Union that is a Member of the United Nations upon approval by the Meeting of the Parties (Article
19(3)).

The Aarhus Convention establishes anumber of rights of the public (individuals and their associations)
with regard to the environment. It provides for the right to review procedures to challenge public
decisions that have been made without observing the provisions on public participation or
environmental law in general. The Aarhus Convention also states that each Party shall ensure
that any person who considers that his or her request for information has not been adequately
answered will have access to a review procedure before a court of law or another independent and
impartial body established by law. The issue of costs is also addressed by requiring that access
to an expeditious procedure established by law will be free of charge or inexpensive and that
reconsideration by a public authority or review by an independent and impartial body other than
a court of law is to be made available as well. The Aarhus Convention includes provisions against
discrimination of any person having the nationality of or habitually resident in another Contracting
State and grants them the right to obtain information on court decisions.

= New Delhi Declaration of Principles of International Law Relating to Sustainable Development

The International Law Association’s Delhi Declaration was adopted on 2 April 2002. Article 5 on the
principle of public participation and access to information and justice states in Paragraph 3: “The
empowerment of peoples in the context of sustainable development requires access to effective
judicial or administrative procedures in the State where the measure has been taken to challenge
such measure and to claim compensation. States should ensure that where transboundary harm
has been, or is likely to be, caused, individuals and peoples affected have non-discriminatory
access to the same judicial and administrative procedures, as would individuals and peoples of

the State in which the harm is caused.” >
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= Guidelines for the development of national legislation on access to information, public
participation and access to justice in environmental matters

The UNEP Governing Council adopted the Guidelines on 26 February 2010. The instrument aims
at providing general guidance on promoting the effective implementation of Principle 10 of the
1992 Rio Declaration on Environment and Development. It seeks to facilitate broad access to
information, public participation and access to justice in environmental matters.

Specifically in relation to access to justice, States should ensure that any person who considers
that a request for environmental information has been inadequately answered has access to a
review procedure before a court of law or other independent and impartial body to challenge such
a decision, act, or omission by the public authority in question.

As regards to public participation in decision-making in environmental matters, States should ensure
that the members of the public concerned have access to a court of law or other independent and
impartial body to challenge the substantive and procedural legality of any decision, act, or omission
that affects the environment or allegedly violates the substantive or procedural legal norms of the
State related to the environment.

The issue of costs is also 