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Executive Summary

Intended as a contribution to the ongoing negotiations of an international
regime on access and benefit sharing (ABS) under the Convention on
Biological Diversity (CBD), this report clarifies the main interfaces with
other international agreements and processes relevant for ABS, with a
particular view to the challenge of ensuring mutual supportiveness with
these established frameworks. It provides information of importance for
identifying the scope of an international ABS regime, and offers contri-
butions to the discussion of the usefulness and possible design of a
sectoral approach to ABS within the framework of an international ABS
regime without causing further delay in the negotiations or in subsequent
implementation.

Negotiating an ABS regime with a view to mutual supportiveness with
other international agreements and processes is a challenging task. The
report highlights many key interfaces that must be taken into considera-
tion. Some of these frameworks concern specific sub-categories of gene-
tic resources, whereas other deal with access to resources in geographic-
ally defined areas. Some address the traditional knowledge attached to
genetic resources, and others regulate the relevant intellectual property
rights.

These various sub-sectors of genetic resources differ greatly in terms of
their distinctive features and the challenges regarding their conservation
and utilization. These differences have given rise to the question of
whether particular sub-sectors should be included in an international re-
gime on ABS, or should be kept outside such regulations.

e The Multilateral System of the Plant Treaty is an established and
legally binding ABS system, and is therefore eligible to be kept
outside an international regime on ABS. However, defining the exact
scope of the material to be excluded might prove difficult. As a
minimum, the material in the Multilateral System and the material
already made available with the SMTA would need to be excluded.
An international regime could include flexibility to enable future ex-
pansion of the Multilateral System to new species in addition to
those currently listed in Annex I. In defining the scope of the
material to be excluded, there are four challenges: (1) It is relevant to
exclude not only Annex I material, but also all other material
transferred by use of the SMTA additional to the Annex I material;
(2) only the material in the public domain and under the control of
the parties can be excluded, so, for instance, the material in farmers’
fields is subject to an international regime; (3) there are 70 countries
that are parties to the CBD and non-parties to the Plant Treaty, so it
is not sufficient to refer solely to Annex I material in excluding this
from the scope; (4) the MLS applies only to the specific use for food
and agriculture: an international regime should address other uses of
this material as well.

e The genetic resources for food and agriculture (GRFA) are many,
with different distinctive features, exchange patterns and manage-
ment needs. It has been debated whether GRFA should be excluded
from an international regime on ABS. In any case, the specific fea-
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tures and management needs of the different sub-categories of GRFA
must be reflected in an international regime.

e ABS to genetic resources in the sea beyond areas of national juris-
diction has been a difficult topic for years, and international process-
es in other international fora have not yet resulted in agreement on
solutions. If an international regime on ABS covers these resources
adequately, that might solve the long-lasting dispute. The status
regarding sovereignty and sovereign rights of national differs in
international law for the deep sea bed, the high seas, the continental
shelf, the economic zone and territorial waters. These differences
must be taken into account, as they are already binding in interna-
tional law. Until consensus is reached in this particular forum, the
patent system remains the only legal system for establishing property
rights to genetic material taken from the zones of the oceans beyond
national sovereign rights. Some actors involved have vested interests
in the continuation of this dispute, as that situation leaves the genetic
material open. From an ABS perspective, however, it is important to
seek to include these resources.

e Regulating ABS to genetic resources in the Antarctic is also difficult,
due to the unclear territorial status. If these resources are not includ-
ed in an international regime, that might create a loophole whereby
users of genetic resources actually obtain them elsewhere but main-
tain that they were collected in Antarctica. This is an argument for
including these resources in an international regime on ABS. In any
case, the benefit-sharing side of the ABS coin needs mechanisms to
validate whether the genetic resources in question are inside or out-
side the scope of an international regime.

e  Whether pathogens should be excluded from an international regime
on ABS is a complex question. There are arguments for and against
the exclusion of pathogens and also suggestions that only specific
uses of certain pathogens should be included. If pathogens or certain
uses of pathogens are excluded, there must be clear specification of
what this means. Important issues related to pathogens need to be
solved, not least as regards intellectual property rights to material
that is shared internationally.

e Traditional knowledge related to genetic resources is already covered
in the negotiation text of an international ABS regime. As such it
addresses the domestic regulation of ABS with a view to indigenous
and local communities that are holders of traditional knowledge.
Including provisions on traditional knowledge has additional support
in several other established international frameworks.

There are good arguments for a broad and inclusive international regime
on ABS. Such a regime will need to take into account the special char-
acteristics of the various sub-categories of genetic resources. As the
example of the Multilateral System under the Plant Treaty shows for
PGRFA, and as the CGRFA suggests, differential solutions might be
required for different sub-categories, in order to achieve the common
objectives of access and benefit sharing for all genetic resources covered
by the CBD.
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To cover all these different sub-categories of genetic resources in one
regime, and with general provisions only, might prove challenging.
Negotiating a one-size-fits-all approach might result in provisions that are
more general and less effective than more tailor-made solutions. Also,
negotiators might seek to exclude various sub-categories of genetic re-
sources, thereby weakening the regime. On the other hand, there is the
risk that a sector-based approach could weaken an international ABS
regime by splitting it up into bits and pieces. That would be the case if
sub-categories of genetic resources were to be excluded from the ABS
regime and referred to other international fora instead.

Differentiating among sectors within an international ABS regime under
the CBD would entail having general provisions that apply for all sectors
dealing with the access side and the benefit-sharing side of ABS, as well
as sector-specific provisions that meet the specific features and needs of
specific sub-categories of genetic resources. To be functional, user-
country measures must be kept at a cross-sectoral level. They include the
further specification of what is meant by ‘utilization of genetic resour-
ces’, surveillance mechanisms (like certificates and disclosure) and en-
forcement mechanisms for the providers of genetic resources under the
jurisdiction of the user country. Importantly, they include the obligation
upon users, regardless of sector, to conduct fair and equitable benefit
sharing, and the obligation of the user countries to implement legislative,
policy and administrative measures to ensure that benefits are shared.

A sectoral approach could be designed in various ways and through
different processes. Here four different options for an international ABS
regime are highlighted:

1. A regime could have general provisions which apply to all genetic
resources included in its scope and not covered by specific sectoral
provisions, as outlined above, and then include chapters on the rele-
vant sub-categories of genetic resources that need specific solutions.

2. It could be designed with general provisions for all the genetic re-
sources included in its scope, and open for the adoption of annexes
on ABS to specific sub-categories of genetic resources for special
regulation, based on their distinctive features. The final act of the
international regime could then specify that these annexes are to be
negotiated within the framework of the CBD and be presented to the
next Conference of the Parties to the CBD. Alternatively, the inter-
national regime as such would prevail until sector-specific solutions
could be found.

3. A regime might open for the adoption of international agreements on
ABS to specific sub-categories of genetic resources developed under
the auspices of other international organizations or treaties — in
harmony with the CBD. This would in practice imply that these
sectors were excluded from the international regime, and that the
ensuing ABS regulations for these sectors were dealt with under the
respective international frameworks.

4. An international ABS regime could be designed with general provi-
sions for all the genetic resources included in its scope, and open for
the adoption of annexes on ABS to specific sub-categories of genetic
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resources. The COP could consider whether such annexes should be
developed in cooperation with other international bodies, and could
invite draft text from such bodies. This option would allow the inter-
national regime to enter into force, whereas annexes could be in-
cluded in the international regime later, once they have been adopted
by the decision body of the international ABS regime or the Confer-
ence of the Parties to the CBD.

Finally, it is important to keep in mind the larger context. When ABS
emerged as an issue in the CBD negotiations in the late 1980s, it was
much as a reaction to the development of intellectual property regimes
that could deprive developing countries of rights over their resources.
That issue is still not solved. How intellectual property rights are
addressed in an international ABS regime may be decisive to the pros-
pects for benefit sharing. For benefit sharing to take place there must be a
legally binding system on user-country measures to safeguard the realiza-
tion of this objective. A stand-alone disclosure requirement as such will
not be sufficient to achieve the benefit-sharing obligations. It will have to
form a part of a more complete enforcement system which can resolve
the difficult technical legal issues of the cross-border use of natural
resources.



List of Acronyms and Abbreviations

ABS
CBD
CGIAR
CGRFA
cop
EEZ
FAO
GISN
GRFA
TIARCs
1CC
IGC/WIPO

IHR
ILO
IPRs
IPPC
MAT
MLS

MOSAICC

OECD
OFFLU
OIE
PCT/WIPO
PGRFA
PHEIC

PIC

Plant Treaty

SCP/WIPO
SMTA
SPLT

TK

TRIPS

access and benefit sharing

Convention on Biological Diversity

Consultative Group on International Agricultural Research
Commission on Genetic Resources for Food and Agriculture
Conference of the Parties

exclusive economic zone

Food and Agriculture Organization of the United Nations
Global Influenza Surveillance Network

genetic resources for food and agriculture

International Agricultural Research Centres of the CGIAR
International Chamber of Commerce

Intergovernmental Committee on Genetic Resources,
Traditional Knowledge and Folklore

International Health Regulations
International Labour Organization
intellectual property rights

International Plant Protection Convention
mutually agreed terms

Multilateral System of Access and Benefit Sharing (under the
Plant Treaty)

Micro-Organisms Sustainable Use and Access Regulation,
International Code of Conduct of the World Federation for
Culture Collections

Organization for Economic Co-operation and Development
OIE/FAO Network of Expertise on Avian Influenza

World Organization for Animal Health

Patent Cooperation Treaty

plant genetic resources for food and agriculture

public health emergency of international concern

prior informed consent

the International Treaty on Plant Genetic Resources for Food
and Agriculture (or ITPGRFA)

Standing Committee on Law of the Patents
Standard Material Transfer Agreement
Substantive Patent Law Treaty

traditional knowledge

Trade-Related Aspects of Intellectual Property Rights



X

R. Andersen, M. Wallge Tvedt, O.K. Fauchald, T. Winge, K. Rosendal and P.J. Schei

UNCLOS
UNDRIP
UNFCCC
UNGA
UPOV

WHA
WHO
WIPO
WTO

United Nations Convention on the Law of the Sea

UN Declaration on the Rights of Indigenous Peoples
United Nations Framework Convention on Climate Change
United Nations General Assembly

International Convention for the Protection of New Varieties
of Plants under the Union for the Protection of New Varieties
of Plants

World Health Assembly
World Health Organization
World Intellectual Property Organization

World Trade Organization



Introduction

This report is intended as a contribution to the ongoing negotiations of an
international regime on access and benefit sharing (ABS) under the
Convention on Biological Diversity (CBD). It aims at clarifying the main
interfaces with other international agreements and processes relevant for
ABS, in view of the challenges of ensuring consistency with these
established frameworks. Furthermore, it provides information of import-
ance for identifying the scope of an international ABS regime. And
finally, it seeks to contribute to the discussion of the usefulness and
possible design of a sectoral approach to ABS.

One of the important issues is the scope of an international regime on
ABS. This report examines different sub-sectors covered by various
international regimes, with a view to their relevance for the scope of an
ABS regime and their distinct features and management needs. On this
basis it outlines — in the conclusions — various options for resolving the
question within the framework of an international ABS regime without
causing further delay in the negotiations or subsequent implementation.

The concept of a sectoral approach emerged in the negotiations particu-
larly through the resolution on ABS that was adopted at the 12" Session
of the Commission on Genetic Resources for Food and Agriculture
(CGRFA) in October 2009, and presented to the Ad Hoc Working Group
on ABS in Montreal." Here the CGRFA invites the ABS negotiators to
take into account the special nature of agricultural biodiversity, in partic-
ular genetic resources for food and agriculture, their distinctive features
and problems requiring distinct solutions. It further suggests that the
negotiators may consider sectoral approaches which allow for differential
treatment of different sectors or sub-sectors of genetic resources.

The present report covers international agreements and processes pertain-
ing to genetic resources for food and agriculture; marine areas within and
beyond national jurisdiction; pathogens; traditional knowledge related to
genetic resources; and intellectual property rights. For each section, the
interface with ABS is identified, implications of this interface for ABS
are highlighted, and options to handle these implications derived. The
report ends with a discussion of the usefulness and possible design of a
sectoral approach to ABS.






1 Interface with the International Treaty on Plant
Genetic Resources for Food and Agriculture *

While negotiators work on the details of an international regime on ABS
under the CBD, a sectoral regime on ABS has already been established
under the International Treaty on Plant Genetic Resources for Food and
Agriculture (the Plant Treaty or ITPGRFA). The Plant Treaty, adopted in
2001 and in force since 2004, is aimed at the conservation and sustainable
use of plant genetic resources for food and agriculture (PGRFA)* and the
fair and equitable sharing of the benefits arising from the utilization of
these resources, in harmony with the CBD (Art. 1). A central component
of the Plant Treaty is the Multilateral System of Access and Benefit
Sharing (MLS), as set out in Articles 10 to 13. Whereas the Plant Treaty
as such covers all PGRFA, its MLS covers 35 food crops and 29 forage
plants that are in the public domain and under the management and
control of the contracting parties. These are listed in Annex I to the Plant
Treaty (the Annex I crops), and include major staple crops as well as a
range of other plants widely used for food and agriculture.

The MLS is relevant in the CBD-ABS context for two reasons:

1. As the only sectoral approach to ABS, it may provide lessons of rele-
vance in discussing the usefulness and possible design of a sectoral
approach to ABS under the CBD.

2. It covers a substantial part of the plant genetic resources that are
relevant for a new international regime on ABS. This gives rise to the
questions of how the material in the MLS should be dealt with in a
new international regime on ABS and how to deal with PGRFA not
included in the MLS.

In developing the MLS, the negotiators took as their point of departure
the provisions on ABS in the CBD, and developed the system according
to the specific features of PGRFA.* The key features can be summarized
as follows:

¢ PGRFA are the very basis of farming. They provide the pool from
which plant traits can be found that meet the challenges of crop pests
and diseases, of marginal soils, and — not least — of changing climate
conditions. They are the basis of all plant breeding and are vital for
spreading the risks of crop failure among smallholder farmers.
PGRFA are thus crucial to present and future food security.

e All countries are interdependent on PGRFA, as all are providers and
recipients of these resources.

e PGRFA are domesticated resources,’ and thus depend on continued
domestication for their further existence.

As a result of these specific features, the MLS was designed with a view
to certain requirements: As access to PGRFA is a condition for the
further domestication and thus existence of these resources, expeditious
facilitation of access was a major concern to the negotiators. To ensure
access, it was also important that the PGRFA that are in the MLS remain
accessible, and that this material cannot be made subject to exclusive



4

R. Andersen, M. Wallge Tvedt, O.K. Fauchald, T. Winge, K. Rosendal and P.J. Schei

intellectual property rights (IPRs). The MLS had to be based on a
different solution to benefit sharing than that envisaged under the CBD —
one focusing on custodians of PGRFA, i.e. those who conserve and sus-
tainably use these resources, rather than on providers. This was because:
(1) it is difficult to identify countries of origin (i.e. the countries entitled
to provide access under the CBD) for most crops, as the crops have been
developed through the exchange of seeds across borders for centuries and
millennia; (2) all countries are interdependent on PGRFA, so a compli-
cated system of transfers between providers and recipients would hamper
the expeditious access to these resources; (3) rewarding only the current
providers of genetic resources would not be fair to all those farmers
around the world who maintain and develop crop genetic diversity which
will benefit future generations.

Against this backdrop, the MLS was developed with the following
features:

e The MLS is a common pool of genetic resources, in which all con-
tracting parties (countries) place the genetic resources of Annex I
crops that are in their public domain and under their control. Thereby
the contracting parties invite all their holders of such material to
include it in the MLS (Art. 11.2). In practical terms, the material
remains with the holders (normally gene banks), but is accessible
under the same terms and conditions as everywhere in the MLS.
What makes this system multilateral is the fact that it involves a
common pool of genetic resources governed by the Governing Body
of the Plant Treaty, through the specific terms and conditions high-
lighted below. Accessions of plant genetic resources which are
outside the public domain, such as the resources held in private
collections, are not included in the MLS. Countries are to take appro-
priate measures to encourage these to be included, but this remains a
limiting factor for the MLS.

e A Standard Material Transfer Agreement (SMTA) is applied for
all transfers of genetic material under the MLS. This enables the
expeditious transfer of PGRFA, as no negotiations are required. The
SMTA was adopted by the parties to the ITPGRFA in 2006. It im-
plies prior informed consent on mutually agreed terms among and
between states in a standardized form. An increasing number of gene
banks have established a web-based ‘click and wrap’ system, which
allows recipients of genetic material to enter into the SMTA simply
by clicking in a box at the web-site of the gene bank to confirm their
acceptance of the SMTA. This makes the facilitation of access to the
material more efficient, in line with Article 12.3.b, which stipulates
that access shall be provided expeditiously, without the need to track
individual accessions. In the first eight months of operation, almost
100,000 transfers of genetic material took place within the MLS.®
Since then the number has been steadily increasing.

e Access is provided free of charge, or, when a fee is charged, it is
not to exceed the minimum cost involved (Art. 12.3.b). All available
passport data and related information are to be provided together
with the material (Art. 12.3.c).
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¢ Intellectual property rights are not allowed on material from the
MLS, or its genetic parts and components, in the form it is received
(Art. 12.3.d). It is, however, uncertain exactly how much the material
must be modified before it is no longer regarded as being ‘in the
form received’ under this Article. Whether a patent will be granted or
not depends on the practice in the patent system.” If patents are
granted which break with the provision of no intellectual property
rights on material in the form received, one of the parties to the rele-
vant material transfer agreement can initiate dispute settlement (see
section on dispute settlement procedures below). How this will work
out in practice remains to be seen, as no dispute settlement has so far
been carried out. The intention of this provision (Art. 12.3.d) is to
ensure that material in the MLS remains in the public domain, but
how this will work in practice remains to be seen.

e Monetary benefit sharing is fixed in terms of shares from the sales
of products developed by use of material from the Multilateral Sys-
tem, as set out in the SMTA. If a product resulting from the use of
material from the MLS is protected by patents,® then a fixed share of
the sales must be paid to the benefit-sharing mechanism. If the pro-
duct is not patent-protected and is still available for use and further
research and development, then benefit sharing is optional. This is
meant as a further incentive to keep material from the MLS in the
public domain — a point crucial for accessibility. As the MLS is still
new, and crop breeding takes time, it is too early to expect to see
much benefit from these provisions. It is also uncertain how much
benefit the provisions will generate, as patents are used only to a lim-
ited extent for PGRFA.’ Thus other forms of optional benefit sharing
are taking place. For example, Norway is providing an annual contri-
bution equivalent to 0.1 % of the total sales of seeds in the country to
the benefit-sharing mechanism. It urges other countries and multina-
tional companies to do likewise, as that would substantially improve
the capacity of the benefit-sharing mechanism. Discussions continue
on how to further strengthen this mechanism, as set out in Articles
13.2.d and 13.6. If an international ABS regime devises more
effective benefit-sharing measures, that could influence the further
development of the benefit-sharing mechanism under the MLS.

¢ Non-monetary benefit sharing is to be facilitated between the con-
tracting parties independently of the transfers of material. This in-
cludes making available information on PGRFA; transfer of technol-
ogy for the conservation and sustainable use of PGRFA; and capacity
building in terms of education and training, improvement of facili-
ties, and research cooperation for the conservation and sustainable
use of PGRFA (Art. 13.2).

e Benefits are to be shared with custodians of PGRFA, and not with
actual providers of specific material. This is an important difference
between the CBD approach to ABS and the MLS. The benefits do
not flow back to certain provider countries and specific providing
communities, as foreseen under the CBD, but into the benefit-sharing
mechanism under the MLS. From there they are distributed primar-
ily, directly or indirectly, to farmers, especially in developing coun-
tries and countries with economies in transition, who conserve and
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sustainably use PGRFA (Art. 13.3). The first disbursement of bene-
fits from the benefit-sharing mechanism was announced at the Third
Session of the ITPGRFA Governing Body in June 2009: 11 projects
in developing countries were selected from a large number of appli-
cations to receive support for their contributions to the conservation
and sustainable use of PGRFA. The total amount disbursed was
approx. USD 500,000."

¢ A Third-Party Beneficiary of the Agreement monitors compli-
ance with the SMTA: The parties to the SMTA agree that the FAO,
acting on behalf of the Governing Body of the Treaty and its MLS, is
the Third-Party Beneficiary under the agreement. This Third-Party
Beneficiary monitors compliance, has the right to initiate dispute
settlement, and reports to the Governing Body of the Plant Treaty.
Given the high numbers of transactions governed by the SMTA, the
Third-Party Beneficiary faces great challenges in terms of monitor-
ing compliance with the SMTA. Procedures for the operation of the
Third-Party Beneficiary were adopted at the Third Session of the
Governing Body as Resolution 5/2009."" A Committee is currently
being established, to consist of experts from all regions, to exercise
the function of the Third-Party Beneficiary.

¢ A dispute settlement procedure has been established in the SMTA
for cases of non-compliance. Any of the three parties — the provider,
the recipient or the Third-Party Beneficiary — may initiate dispute
settlement procedures. The first step in these procedures is amicable
negotiations, whereby the parties try to solve the dispute in good
faith. If that does not help, mediation is the second step. For this pur-
pose they are to select a neutral party as mediator. The last step — if
nothing else could solve the conflict — is arbitration. Here the parties
to the dispute must either agree on an appropriate international body
to carry out the arbitration, or the dispute will be settled under the
Rules of Arbitration under the International Chamber of Commerce.
The result of such arbitration is legally binding.

The MLS represents a system quite different from ABS as practised und-
er the CBD thus far. It involves a common pool of genetic resources with
standardized ABS arrangements and a fixed benefit-sharing system. It is
meant to provide benefits not to the providers but to the custodians of the
genetic resources, so there are no procedures for PIC (prior informed
consent) and MAT (mutually agreed terms) related to local communities.
The introduction of the Third-Party Beneficiary represents an important
difference to traditional ABS arrangements under the CBD between
providers and recipients, as it aims to ensure the common interest of the
MLS in each material transfer agreement.

This approach to ABS is adapted to specific needs related to the manage-
ment of PGRFA. It shows how choosing a different solution to ABS for
this category of genetic resources is instrumental in achieving the joint
overall objective of the CBD with regard to ABS. It also highlights some
components which might be considered with regard to other sectors of
ABS under an international regime on ABS, if a sectoral approach is
chosen. It might be useful to consider whether SMTAs adapted to the
needs of specific sectors can be useful and to what extent procedures can
be standardized with minimum bureaucratic effort.
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The next step is to look at the exact coverage of the MLS as a basis for
defining the interfaces with ABS under the CBD and their implications:

The MLS applies to a group of genetic resources: Basically, it covers
the plants that are listed in Annex I. However, the boundaries are not
clear. Some countries have opted to extend the use of the SMTA to
material beyond the Annex I crops, and further countries are considering
doing so.'”” The aim is to avoid different systems for different genetic
resources within gene banks, which would be complicated and costly to
manage. The International Agricultural Research Centres (IARCs) of the
CGIAR have, according to agreements between the IARCs and the
Governing Body of the Plant Treaty (Art. 15), included in the MLS the
Annex I material which they hold in trust for the FAO, and which was
collected after the entry into force of the ITPGRFA. In addition, they use
the SMTA for all material collected prior to the entry into force of the
ITPRGFA (Annex I and non-Annex I material), but it is still uncertain
whether this means that the material can be regarded as included in the
MLS."” Non-Annex I crops collected after the entry into force of the
ITPGFRA constitute material that falls outside the scope of the MLS in
the TARCs, and thus are subject to the potential regulations of an
international regime on ABS under the CBD. However, the Plant Treaty
enables the TARCs to use the SMTA also for this material, if the
providing country agrees. Also other international organizations have
included their collections in the MLS, and more material might be
included in the Annex I in future, if negotiations on the contents of this
list are resumed.

Implications:

= PGRFA outside the MLS and those not covered by a SMTA fall und-
er the international regulation of the CBD as regards ABS. In practice
it might be difficult to draw the line between the material ‘inside’ and
‘outside’ the MLS. If the material outside is included in an interna-
tional regime on ABS, it will be important to ensure that due consid-
eration is taken of the distinctive features and the needs related to its
management.

= It is particularly important to ensure access to these resources, as their
further cultivation depends precisely on such access.

= Not only IPR systems but also the responding access regulations may
themselves create disincentives for the sharing of seeds and propagat-
ing material among farmers. ABS legislation focused on benefit
sharing between providers and recipients has in some cases' led to
expectations among some farmers regarding potential future benefits
if their crops were to be ‘discovered’ by plant breeders. As a result,
they have refrained from sharing their propagating material and re-
lated knowledge with other farmers. For any ABS regime on PGRFA
outside the MLS it is therefore important to consider how incentives
are shaped and whether they are supportive to the continued sharing
of these resources and related knowledge among farmers.
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= In addition, it is necessary to consider how to address the non-Annex
I material in a way that will allow countries that apply the SMTA for
the facilitation of access to non-Annex I crops to continue doing so.

= If an international regime on ABS is to cover PGRFA outside the
MLS, it is important to be aware of the possible implications for
material in the IARCs not included in the MLS.

The MLS applies only to PGRFA in the public domain and under
control of the parties to the Plant Treaty. This means that the material
that is covered in public gene banks and other public ex situ facilities
shall be included in the MLS, whereas material in the possession of
private companies, other non-governmental institutions, and material in
farmers’ fields and in their possession, is not automatically covered. The
parties to the Plant Treaty are expected to take appropriate measures to
encourage natural and legal persons within their jurisdiction who hold
PGRFA listed in Annex I to include this material in the MLS (Art. 11.3).
As long as the material in farmers’ fields is not included in the MLS, the
CBD remains the international framework that applies with regard to
ABS regulation.

Implications:

= Whereas Annex I material in farmers’ fields falls under the interna-
tional regulation of ABS under the CBD, Annex I material in public
and international gene banks falls under the MLS (provided that the
countries are parties to the ITPGRFA). Thus, gene banks seeking to
collect material for conservation and plant breeding have to follow
regulations derived from the CBD — to the extent that regulations
have been implemented in the country in question.

= If Annex I material in farmers’ fields is included in the international
regime on ABS, the regulations should be conducive to the continued
work of gene banks to conserve PGRFA for present and future gen-
erations, i.e. to collect material and ask for information about the
material among local farmers. Concerning local communities and
their say in deciding over the plant genetic material in their hands,
they need to be made aware that such collection to a public gene bank
facility is likely to make their accessions available in the MLS, com-
plying with the PIC procedures in that country.

= Once Annex I material has been collected from farmers’ field to gene
banks, it is placed in the MLS. This means that benefit-sharing
arrangements beyond those of the MLS can be asserted up-front.
Such arrangements could include guarantees that farmers will receive
samples of their seeds from the gene bank in case of natural disasters;
technology transfer through participatory selection breeding between
collectors and farmers during collection work; and access to other
material held in the gene bank.

= If Annex I crops in farmers’ fields are included in an international
regime on ABS, it is important to ensure that the provisions do not
result in disincentives to the continued sharing of these resources and
related knowledge among farmers (as noted above).
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The MLS grants access only for specific uses of the material. It covers
plant genetic resources for food and agriculture, defined as ‘any genetic
material of plant origin of actual or potential value for food and agri-
culture’ (Art. 2). Thus, ideally it shall not be possible to access material
under the MLS for chemical, pharmaceutical and/or other non-food/feed
industrial uses on the basis of the SMTA (Art. 12.3.a). If Annex I
material under the MLS is to be accessed for such purposes, the CBD
provides the relevant international framework. Intended uses of crop
genetic resources in the MLS for purposes other than food and agriculture
may be dealt with in the international regime on ABS.

Implications:

= It is not easily proven that material obtained under the MLS has later
been used for food and agriculture. Thus, there is a possibility that
material from the MLS may be used for purposes beyond food and
agriculture, in breach of the SMTA. That possibility constitutes a
challenge to the further development of the transparency of the MLS
and to the monitoring procedures of the Third-Party Beneficiary.

= Negotiators of an international regime on ABS may wish to address
in the new regime the questions of uses of PGRFA kept in the MLS
other than for food and agriculture.

= Negotiators of an international ABS regime might want to consider
how to survey, detect and enforce such regulations.

The MLS applies in a group of countries. The MLS applies in coun-
tries that are parties to the ITPGRFA, at present 123 countries. All these
are also parties to the CBD, but the latter, with its 193 contracting parties,
includes 70 non-parties to the ITPGRFA.

Implications:

= ABS to Annex I crops in countries that are non-parties to the
ITPGRFA is not regulated by the MLS. In the 70 of these countries
that are parties to the CBD, the regulation of ABS to these Annex I
crops falls under the international framework of the CBD. However,
material made available to these countries with an SMTA shall also
continue to be available on the terms and conditions of the SMTA.

= Whether an international regime on ABS is adopted as a protocol to
the CBD or as another instrument, it is likely that some of the parties
to such a regime will be non-parties to the ITPGRFA.

= In determining the scope of an international regime on ABS under the
CBD it is important to be aware of the Annex I material in the men-
tioned countries and consider whether it would fall under the interna-
tional regulation of the new regime. If an international regime
exempts Annex I material as such, these resources could fall outside
all regulation for these non-parties.

= If the material dealt with in the MLS is to be excluded from an inter-
national regime on ABS, it is important to refer to ‘material in the
MLS and covered by the SMTA’" and not merely to Annex I crops.
The latter would leave Annex I crops in the 70 countries that are par-
ties to the CBD and non-parties to the Plant Treaty without interna-
tional ABS regulation.
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Benefit sharing is also covered in the treaty provisions on Farmers’
Rights. The right to participate equitably in the sharing of benefits arising
from the utilization of PGRFA is one of four elements of Farmers’ Rights
addressed in Article 9 of the Plant Treaty.'® This right must be seen in
conjunction with Article 13 of the Plant Treaty on benefit sharing under
the MLS. However, as Article 9 is not a part of the MLS, it refers to all
PGRFA, and not only material included in the MLS. That has
implications for an international regime on ABS:

Implications:

= An ABS regime may regulate access and benefit sharing to crop gen-
etic resources that are outside the scope of the MLS, but still covered
under the provisions on farmers’ rights under the Plant Treaty. Thus
there will be overlap between the provisions on benefit sharing under
the provisions on farmers’ rights under the Plant Treaty and the ABS
regime.

= Provisions of an international ABS regime on benefit sharing that are
overlapping with farmers’ rights in this regard need to take into ac-
count that access to genetic resources is a vital benefit for farmers. If
the regulation of benefit sharing under the CBD results in disincen-
tives to share seed and propagating material among farmers (as ex-
plained above), that would obstruct this most important of all benefits
to farmers.

With these interfaces and implications, what options are available to the
negotiators of an international regime on ABS? Four main options can be
identified:"’

Option 1: Include all PGRFA

It might be theoretically possible to include all PGRFA, also the material
currently in the MLS. Such an option would probably impose additional
restrictions on the plant genetic resources in the MLS, which in turn
would interfere with the operations of the Governing Body.

Option 2: Exclude all PGRFA

This option would leave the PGRFA outside the scope of the MLS,
offering a legal loophole in terms of international regulation of ABS. The
result would be that the various countries would define the terms and
conditions of access on their own, leading to many different systems and
probably even greater difficulties for access to these resources than today.

Option 3: Exclude all PGRFA in the MLS, include the rest

This option would require extensive knowledge of the distinctive nature
of these resources and their management needs, in particular as to conser-
vation, sustainable use and Farmers’ Rights in this context. A difficult
technical issue under this option is how to draw the line between material
in the MLS and outside it.
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Option 4: Exclude all PGRFA in the MLS and include the rest, but invite
the FAO to negotiate the terms and conditions of a sectoral approach to
ABS for these resources

The negotiators of an international regime on ABS may wish to refer the
further negotiations on the terms and conditions for ABS for these resour-
ces to the FAQ. In that case, the general terms and conditions of the inter-
national regime would apply for ABS to these resources until the FAO
had negotiated a sectoral solution. This sectoral solution could be imple-
mented under the FAO, which would in practice mean excluding the
sector from the ABS regime under the CBD. Alternatively the sectoral
solution could be adopted and implemented under the international ABS
regime of the CBD. An increased proliferation of negotiation fora would
however involve an extra burden for developing countries.

Regardless of which of these solutions is finally chosen, one important
thing to keep in mind is that the delimitation must provide legal certainty
in the system. Definitions of the scope of an international regime must be
formulated in a way which can be enforced legally.



2  Interface with the FAO Commission on Genetic
Resources for Food and Agriculture

The Commission on Genetic Resources for Food and Agriculture
(CGRFA) of the United Nations Food and Agriculture Organization
(FAO) oversees the management of all genetic resources for food and
agriculture (GRFA), although there are no legally binding international
obligations except from the ITPGRFA. These include:

e plant genetic resources for food and agriculture '®

® animal genetic resources for food and agriculture

e forest genetic resources for food and agriculture

® aquatic genetic resources for food and agriculture

® micro-organism genetic resources relevant for food and agriculture

e invertebrate genetic resources relevant for food and agriculture

At the 12 Regular Session of the CGRFA in October 2009, its relation-
ship to the ongoing negotiations for an international regime on ABS
under the CBD was an important agenda item. This was emphasized with
a full-day special information seminar on policies and arrangements for
ABS. At this seminar, a range of comprehensive background study papers
commissioned by the Secretariat of the CGRFA were presented.” At its
12" Regular Session the CGRFA adopted Resolution 1/2009: Policies
and Arrangements for Access and Benefit-Sharing for Genetic Resources
for Food and Agriculture. Here the CGRFA invites the Conference of the
Parties to the CBD and the Ad Hoc Open-Ended Working Group on ABS
to take into account the special nature of agricultural biodiversity, in
particular genetic resources for food and agriculture, their distinctive fea-
tures, and problems requiring distinctive solutions. It suggests that they
should consider a sectoral approach to ABS which would allow for differ-
ential treatment of the various sectors or sub-sectors of genetic resources,
various types of genetic resources for food and agriculture. Furthermore it
suggests that adequate flexibility should be provided in a new internation-
al regime on ABS, to acknowledge and accommodate current and future
agreements relating to ABS, developed in harmony with the CBD. Close
cooperation between the relevant bodies of the FAO and the CBD was
encouraged.

GRFA is a diverge grouping with different distinctive features. On the
other hand, there are also some generally shared features:*

e  GRFA constitute the building blocks of all food production and are
thus essential for achieving food security for present and future gen-
erations.

e  For GRFA, diversity within species is at least as important as divers-
ity between species.

e The diversity of GRFA provides agriculture with the means to adapt
food production to changing environmental conditions, such as cli-
mate change, pests and diseases; this is vital for sustainable agricul-
ture.

12
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e Diversity of GRFA is the ‘insurance policy’ for most farmers in
developing countries, enabling them to spread the risks of crop fail-
ure and adapt their production to changing environmental conditions.

e Massive erosion is taking place in most sub-sectors of GRFA due to
policies and legal structures aimed at spreading uniform systems of
production.

¢ GRFA are domesticated resources (except, as noted, for their wild
relatives), and depend on continued domestication for their further
survival.

How genetic resources are exchanged differs between sectors and spe-
cies. A common concern is how these resources — to the extent possible —
can be kept in the public domain, as privatization through exclusive
intellectual property rights may limit the possibilities to exchange, further
develop and use these resources for food production. Also the domestica-
tion of GRFA is carried out by farmers, pastoralists, fisherfolk and
breeders: their continued contribution to the genetic pool depends on their
legal and political space to save, use, exchange and sell their genetic
material, and on cooperation among and between all stakeholders for this

purpose.

Nevertheless, there are huge differences between and among the sub-
sectors of GRFA. For example, the farm animal sector has distinctive
features which differ substantially from the plant sector.”’ To establish an
understanding of the interfaces between ABS in general and the special
needs for each sector, it is necessary to look at the differences between
the various sub-categories of GRFA with a view to ABS requirements:

Animal genetic resources for food and agriculture are defined in the
2007 Global Plan of Action for Animal Genetic Resources as animal
genetic resources used in, or potentially useful for, food and agriculture.
They are exchanged largely within and among countries in the South,
within and among countries in the North, and from the North to the
South.”> There has been insignificant exchange from the South to the
North, although this might change in future, due to climate change. Most
animal genetic resources for food and agriculture are in the private
domain, as animals carry their genetic material and transfer it to the next
bred generation. Consequently, most exchange of animal genetic resour-
ces takes place according to private law agreements or contracts. For
other more industrialized species as poultry and pigs, the structure of the
sector is different. The feeding and raising in these two commercial
branches is more similar to the plant sector where the genetically identi-
cal organisms are grown over large areas. The current state of affairs does
not give rise to a demand for ABS in line with the CBD or the MLS und-
er the Plant Treaty. The 2007 Interlaken Declaration on Animal Genetic
Resources and Global Plan of Action for Animal Genetic Resources are
key non-binding instruments to ensure that animal genetic resources re-
main available for access, exchange and benefitting.” A study commis-
sioned by the Secretariat of the FAO prior to the Interlaken Conference to
analyse the ABS needs of the farm animal sector identified several
issues:**
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¢  With importation of animal breeding material there is a need for a
genetic-impact assessment to develop knowledge of whether the
breeding material is adapted to the conditions where the animals live.

¢ Development of model contracts which could have a levering effect
on the existing contractual practice.

Recent years have seen a tendency to apply for patents to breeding tech-
niques in the animal sector.”

Forest genetic resources for food and agriculture are defined as the
genetic variation between and within tree species, and, more specifically,
the use and movement of forest reproductive material/germplasm (seeds,
cuttings or other propagating parts of a tree) needed for regenerating
natural forests and establishing plantations and agroforests.”® Such forest
genetic resources have been exchanged for centuries, but exchange is
increasingly becoming difficult due to various forms of legal restrictions
— not least, phytosanitary regulations, which differ from country to
country and among types of plant material.”’ Such regulations reflect the
perceived risk of invasiveness and diseases in the context of the exchange
of forest reproductive material. There are ecological arguments for pre-
ferring native or endemic species in forestry, as trends towards increased
use of exotic monocultures like eucalyptus and jatropha may have
adverse implications for food security” and negative effects on biological
diversity.

Aquatic genetic resources for food and agriculture are in this context
understood as genetic resources of farmed aquatic animals for food, stock
enhancement, recreation fisheries and ornamentals.”” Farmed aquatic spe-
cies are genetically similar to wild relatives, except from the character-
istics they have been bred to develop. Whereas few of the wild forms
may be endangered or threatened with extinction, the number of farmed
forms is increasing. Traditional knowledge is related to wild forms, and is
only to a limited extent used for farmed forms. There is little traditional
knowledge about domestication in aquaculture, mainly because aquacul-
ture also takes place by capturing and raising wild fish, not through
breeding (FAO, 2009:33). The exchange patterns for aquatic genetic re-
sources differ from those in the plant sector. Exchange here has taken
other avenues, most importantly from South to South as in the cases of
tilapia and catfish. In the case of salmon there is also a significant chan-
nel from North to both North and South (FAO, 2009:38). Hence the ex-
change has involved few ABS issues, the exception being the case of
tilapia, which originates in several African countries and which has been
vastly improved through breeding programmes in Asia. This has given
rise to questions of both equity and ecology, as African countries would
like to benefit from the improved growth in tilapia but at the same time
fear contamination from domesticated fish on wild populations (Eknath
and Hulata, 2009; Greer and Harvey, 2004).”

Collections of aquatic genetic resources exist in the public and, increas-
ingly, in the private domain. In studies of how actors in the aquaculture
sector perceived the balance between access to and IPR protection of
aquatic genetic material, it was argued that increasingly stringent patent
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legislation may limit innovation in breeding and affect the ability to pro-
vide improved breeding material on an equitable basis (Rosendal et al.,
2006; Olesen et al., 2007).>!

Biodiversity of micro-organisms relevant for food and agriculture:
Micro-organisms relevant for food and agriculture are not often domesti-
cated, but they constitute the basis of the ecosystem on which food pro-
duction depends. They include fungi and bacteria that establish mutually
beneficial symbiosis with the roots of agricultural plants and the guts of
ruminant livestock; nitrogen-fixing bacteria, biocontrol agents and bene-
ficial bacteria and fungi for the degradation and recycling of organic
matter in soils as well as for food and beverage processing.’> They may
also have pathogenic features, such as root rot diseases, and produce toxic
substance, such as mycotoxin. They are made accessible through culture
collections. The vast majority of these collections are in the public do-
main; 77% of the recipients of material from the collections are public
institutions.* The majority of the collections are situated in OECD coun-
tries, and most of the collection, distribution and exchange takes place
within and among these countries. Also some developing countries hold
large culture collections, notably Thailand and Brazil. The MOSAICC
Guidelines* cover prior informed consent on mutually agreed terms and
provisions on ABS, as well as elements for material transfer agree-
ments.” These guidelines indicate that a standard material transfer
agreement to facilitate exchange across different legal systems would be
a major achievement.

Biodiversity of invertebrates relevant for food and agriculture:
Invertebrates relevant for food and agriculture include dung beetles and
earthworms, as well as pollinators, such as species of bees. Agriculture
depends on their ecosystem services. Some of them are biological agents
that keep pests and diseases at acceptable levels in agriculture, and as
such they are vital in integrated pest management schemes for sustainable
agriculture.® They are primarily living organisms, and access to these
resources depends largely on collecting them from in situ conditions.”
There is high interdependence between countries, but there is little re-
coverable monetary value in these genetic resources.”® The guidelines
used for transfer are the International Standards for Phytosanitary Mea-
sures No. 3 of the International Plant Protection Convention (IPPC).
These guidelines concern the responsibility of different actors, but not the
issue of ABS. Existing arrangements seem so far to ensure unrestricted
access on the one hand and benefit sharing based on joint research and
capacity building (i.e. non-monetary benefit sharing) on the other. This
practice is seen as an important foundation for any development of ABS
in the sector.”

Specific features and the distinctive problems that need to be solved dif-
fer widely among the sub-sectors of GRFA. Designing an international
ABS regime to meet all these requirements is challenging. A regime that
seeks to accommodate all these needs without differentiating between and
among the various sub-categories of genetic resources might result in
watered-down provisions. It is vital to identify the different solutions that
are required for each category in order to meet the overall objectives of
access and benefit sharing.
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The options with regard to the scope of the international regime and the
possibilities of a sectoral approach to GRFA can be outlined as follows:

Option 1: Include all GRFA without differentiation

This option is theoretically possible. The special features of groups of
genetic resources would, however, indicate the importance of taking such
needs into account.

Option 2: Exclude all GRFA from an international ABS regime

This option would provide the GRFA with a legal loophole in terms of
international regulation of ABS.

Option 3: Include all GRFA, and open up for the adoption of annexes on
sub-categories

An international regime with general provisions for all genetic resources
would serve as the umbrella. It would apply to all the genetic resources
covered by an international ABS regime and open up for the adoption of
annexes to the regime on specific sub-categories of GRFA. Such annexes
would be negotiated under the CBD. This option would require extensive
knowledge of the distinctive nature of these resources and their manage-
ment needs, in particular as to conservation and sustainable use.

Option 4: Include all GRFA, but invite the FAO or other competent
international fora to negotiate the terms and conditions of sectoral
approaches to ABS for these resources

The negotiators of an international regime on ABS may wish to refer the
negotiations of the terms and conditions for ABS for one or more of the
sectors to other international fora. In such a case, the general terms and
conditions of the international regime would apply for ABS to these re-
sources until the FAO or other competent international fora had negotiat-
ed sectoral solutions. Such solutions would be part of the international
regime. Close collaboration between the CBD and the other organizations
would be required.



3 Interface with the 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. It contains provisions
concerning rights and obligations of states in the marine environment. Of
relevance to this study are the provisions concerning the rights and obli-
gations of states:

1. within the territorial sea (i.e. from states’ baselines to 12 nautical
miles)

2. in the exclusive economic zones (i.e. from the territorial sea to 200
nautical miles from state baselines),

3. on the continental shelves (i.e. from the territorial sea and to the con-
tinental margin, but at least as far as the exclusive economic zone),

4. on the high seas, and

on the seabed beyond the continental shelves.

The relationship between the CBD and UNCLOS is regulated in Article
22 of the CBD, which states that ‘Contracting Parties shall implement
this Convention with respect to the marine environment consistently with
the rights and obligations of States under the law of the sea.” According
to Article 4 of the CBD, obligations of a state under the CBD extend:

a. in relation to comservation of marine genetic resources: to areas
within the limits of its national jurisdiction, which means that the
exclusive economic zone and continental shelves are included,

b. in relation to regulation of activities carried out under its jurisdiction
or control, including exploitation of genetic resources carried out by
its nationals and ships carrying its flag: to areas beyond the limits of
national jurisdiction — which means that the high seas and the exclu-
sive economic zones and territorial seas of other states are included.

UNCLOS does not explicitly address the exploitation of ‘genetic resour-
ces’, but it regulates the exploitation of natural resources, which include
genetic resources.

States have, according to Article 192 of UNCLOS, a general obligation to
protect and preserve the marine environment. This general obligation is
elaborated in obligations concerning the exclusive economic zone (in
particular Art. 61), the high seas (Arts. 116 to 120), the seabed outside the
continental shelves (in particular Art. 145), and more generally with a
focus on pollution in Part XII of UNCLOS.

1) Within the ferritorial sea, the coastal state has full sovereignty with
regard to genetic resources. Coastal states thus have the same possibility
of regulating ABS within their territorial sea as they have on their land
territory. The only modification is the right of innocent passage (see Arti-
cles 17 to 32 of UNCLOS), and it may prove difficult for coastal states to
prevent ships claiming the right of innocent passage from collecting gen-
etic resources.

17
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2) Within the exclusive economic zones (EEZs), coastal states have,
according to Article 56 of UNCLOS, ‘sovereign rights for the purpose of
exploring and exploiting, conserving and managing the natural resources,
whether living or non-living, of the waters superjacent to the seabed and
of the seabed and its subsoil’. Coastal states have, according to Article
77, parallel rights on the continental shelves that extend beyond their
EEZs. Other states have the freedom of scientific research as far as such
research does not conflict with the sovereign rights of coastal states.
These sovereign rights of a coastal state include the freedom to regulate
and authorize scientific research activities in its EEZ and on its contin-
ental shelf.

Of particular interest to access to genetic resources is Article 246.3 of
UNCLOS:

Coastal States shall, in normal circumstances, grant their consent
for marine scientific research projects by other States or competent
international organizations in their exclusive economic zone or on
their continental shelf to be carried out in accordance with this
Convention exclusively for peaceful purposes and in order to
increase scientific knowledge of the marine environment for the
benefit of all mankind. To this end, coastal States shall establish
rules and procedures ensuring that such consent will not be de-
layed or denied unreasonably.

In addition, the rights of states to carry out marine scientific research on
the continental shelf beyond the EEZ is strengthened according to Article
246.6, unless the coastal state has designated the area in question as an
area of direct significance for its exploration and exploitation of natural
resources. To what extent access to genetic resources or even biopros-
pecting as an activity qualifies as ‘marine scientific research’ is an open
and undecided question.

Of particular interest to sharing of benefits from genetic resources are the
rights of both the coastal state and other states to participate in research
projects (Art.249 and Art. 254 of UNCLOS), and the rights of the coastal
state to be informed of research results (Art. 249). Of relevance is also
Part XIV of UNCLOS, which sets out rules to promote the dissemination
of benefits resulting from marine scientific research, in particular Article
244.2:

States ... shall actively promote the flow of scientific data and
information and the transfer of knowledge resulting from marine
scientific research, especially to developing States, as well as the
strengthening of the autonomous marine scientific research capa-
bilities of developing States through, inter alia, programmes to
provide adequate education and training of their technical and sci-
entific personnel.

There is no initiative under UNCLOS to address ABS of genetic resour-
ces within the EEZ and on the continental shelf. Against this background,
the CBD ABS regime may apply to the ways in which coastal states
regulate ABS in relation to marine genetic resources in these areas, pro-
vided that it does not restrict the freedom of research beyond what is
allowed in Part XIII of UNCLOS, Article 246 in particular.
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3) The starting point in the areas beyond the jurisdiction of the coastal
states,” (i.e. on the high seas and on the deep seabed beyond the
continental shelf) is the freedom to explore and exploit genetic resources:
see Article 87 of UNCLOS. Moreover, the freedom of research is con-
firmed in Articles 256 and 257. The main exception is the deep seabed,
where access to certain resources, defined as ‘solid, liquid or gaseous
mineral resources in situ in the Area at or beneath the seabed, including
polymetallic nodules’, are subject to a special regime. This regime is not
directly applicable to marine genetic resources, however.

Since 2004, discussions of relevance to the ABS regime have been
carried out in the 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, established by
the UN General Assembly (UNGA): see resolutions 59/24, 63/111 and
64/71. At its third meeting in February 2010, the Working Group adopted
recommendations to be presented to the UNGA. There has been signifi-
cant disagreement within the group on how to proceed with ABS-related
issues. One option could be to extend the principle of the common heri-
tage of mankind which currently applies to mineral resources of the deep
seabed to cover the genetic resources there. Another option could be to
extend the regime that applies to mineral resources of the deep seabed. A
third option is to adopt an implementation agreement or an UNGA resol-
ution concerning biodiversity in areas beyond national jurisdiction. It is
unlikely that the Working Group or the UNGA will agree on arrange-
ments of relevance to ABS in the foreseeable future. Moreover, some
countries will probably insist that ABS in areas beyond national juris-
diction be dealt with by the Working Group under the UNGA and in the
UNGA itself, and not by the CBD. Such a result would probably be to the
disadvantage of the developing countries.

Any ABS regime for areas beyond national jurisdiction must respect the
freedom of research and the freedom to explore and exploit genetic re-
sources according to UNCLOS. An ABS regime could be based on the
principle of the common heritage of mankind, as set out in Article 136 of
UNCLOS. That would extend the principle (as UNCLOS does not cur-
rently apply it to genetic resources), and would mean that access to such
resources would be made dependent on the existence of mechanisms to
ensure benefit sharing. Applying the ABS regime to areas beyond nation-
al jurisdiction could contribute to implement the obligations under
UNCLOS to

a. ‘create favourable conditions for the conduct of marine scientific
research in the marine environment’ (Art. 243),

b. ‘promote the flow of scientific data and information and the transfer
of knowledge resulting from marine scientific research, especially to
developing States’ (Art. 244.2),

c. promote ‘the establishment of general criteria and guidelines to assist
States in ascertaining the nature and implications of marine scientific
research’ (Art. 251),
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d. ‘promote actively the development and transfer of marine science
and marine technology on fair and reasonable terms and conditions’
(Art. 266), and

e. ‘promote the establishment of generally accepted guidelines, criteria
and standards for the transfer of marine technology’ (Art. 271).



4  Interface with the Antarctic Treaty

The Antarctic Treaty System (ATS) is a set of agreements regulating var-
ious aspects of the area south of 60 S latitude. The main normative com-
ponent of this system is the Antarctic Treaty, in effect since 1961 and of
unlimited duration. It is based on three principles: the continuance of
freedom of scientific investigation and cooperation (Art. 2), the dedica-
tion of Antarctica for peaceful purposes (Art. 1), and the preservation of
the Antarctic environment (Art. 9(1)(f)). The system operates with three
groupings of members: countries claiming a part of the area as under their
sovereignty, members to the treaty system, and others. The ATS does not
directly regulate rights to genetic resources as such, but bioprospecting as
an activity has been on the agenda for more than 10 years. A study com-
missioned by the CBD Secretariat and presented to the Working Group as
document WG-ABS/7/INF/3/Part.3 provides a general study on the ATS
system, with discussion of the consequences of the three bracketed pro-
posals in the working document for an international regime.

There exist no particular regulations of property rights to living organ-
isms in the Antarctic area. As the territorial status of much of the area is
disputed, applying the sovereign rights as embedded in the CBD is no
simple matter. ABS as a concept in CBD consists of two main elements:
access rules and benefit-sharing rules or user-country legislation. As to
the point of time of access, it is difficult to see how a system for prior
informed consent (PIC) could be designed for genetic resources from the
Antarctic. Moreover, due to the unclear territorial status, it will not be
easy to determine who is to give its PIC and who would be the counter-
part for a mutually agreed term (MAT) with a bioprospector. This opens
for several possible solutions for access regulation in the Antarctic:

e The CBD could address this issue. This would give rise to a question
of competence between CBD and ATS.

e The COP could suggest that the ATS should develop access issues
further.

e A third option would be to leave the issue of access to the future
work of ATS.

Interface questions arise as to the second matter as well: the point of time
of use of genetic resources. As yet the ATS system has no specific
benefit-sharing requirements. There is a general principle in Article 2 of
the Antarctic Treaty regarding freedom of research. Increasingly, patents
are being taken out on inventions that are based on biological material
from the region, but whether these commercial uses of Antarctic genetic
resources shall be included or excluded from the scope of an international
regime remains an open question. A difficult issue, and one that might
become a possible loophole in an international regime, arises if these
genetic resources are excluded from the scope. Then there will be a prob-
lem at the enforcement point of time, in separating the Antarctic genetic
resources from other similar ones. If access to genetic resources is left
open and no evidence can be demonstrated as to where the genetic re-
sources have been taken from, it could be difficult to determine whether a
given genetic resource really was taken from the Antarctic, or from an
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area under the scope of an ABS obligation. That could create a loophole,
enabling users to argue that the genetic resources they have used fall
outside the scope of an international regime.



S Interface with International Regimes Pertaining
to Pathogens

A pathogen, or an infectious organism, is a biological agent that causes
some type of disease in its host. Common pathogens are viruses, bacteria
and fungi."'

Because pathogens are easily spread across borders and change rapidly,
international cooperation is central to curb the damage they inflict.
Human health concerns in relation to pathogens, such as the spread of
pandemic influenza, are handled internationally mainly by the World
Health Organization (WHO). The World Organization for Animal Health
(OIE) is responsible for improving animal health globally; and the
International Plant Protection Convention (IPPC) aims to protect plants
by preventing the introduction and spread of pests, including pathogens.
In addition, the Codex Alimentarius Commission adopts standards of
relevance to human, animal and plant health issues. Negotiators of an
international regime on ABS under the CBD must be aware of the
processes within these organizations, especially those involving access to
pathogens and benefit sharing, in order to ensure compatibility.

One important issue is whether and to what extent the CBD applies to
pathogens. Some argue that interpreting the CBD to include pathogenic
viruses runs contrary to its purpose, because the CBD is mainly con-
cerned with biological resources and genetic material that people have
invested their time, effort and resources in maintaining, understanding
and utilizing. By contrast, pathogens are invasive organisms whose pre-
sence and spread are not due to nurturing, utilization or investment by
national governments or local communities. With viruses of pandemic
potential, the strategy is usually to contain and eradicate them rather than
to conserve them, so it might be argued that the application of CBD
principles to pathogens is inappropriate. Many pathogens are seen and
treated as threats to biodiversity rather than as biological resources that
need to be conserved. Those critical of applying the CBD to pathogens
also point to the definition of genetic resources in the CBD and its em-
phasis on the actual or potential use of these resources for humanity, and
the link to the conservation and sustainable use of these resources. In
their view, the principle of national sovereignty is applied to achieve
these goals; further, because sharing for the purpose of surveillance and
vaccine development can be seen as what gives pathogens value, apply-
ing the principle of national sovereignty is not regarded as conducive to
facilitating the timely and comprehensive sharing of virus samples
required to improve global health governance.”” When used to develop
vaccines and medicines, however, pathogens are economic resources —
which indicates that they are covered by the commercial aspects of ABS.

The International Health Regulations of the WHO: Relevant to the
handling of pathogens, and important in connection with the negotiations
of an international regime on ABS, are the competing interpretations of
the International Health Regulations (IHR) from 2005.* The objective of
these regulations is to help the international community to prevent and
respond to acute public health risks that have the potential to become a
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worldwide problem. The regulations are binding for 194 countries. IHR
parties are required to report certain disease outbreaks and public health
events to the WHO (Art. 6), and to share information concerning the
events (Art. 7). There are no clear duties of countries to exchange virus
samples, and opinion differs as to the extent to which duties can be in-
ferred from the THR in this respect.

e According to one line of argument, IHR 2005 requires state parties to
share biological samples like virus samples as part of the obligation
to provide the WHO with accurate and detailed information about
any event that might become a public health emergency of interna-
tional concern (PHEIC) without preconditions, because the spread of
highly pathogenic influenza viruses is considered a PHEIC. Support-
ers of this interpretation cite World Health Assembly (WHA) resolu-
tion 59.2 concerning the application of the International Health
Regulations as supporting their case, because it ‘urges’ WHO mem-
ber states ‘to disseminate to WHO collaborating centres information
and relevant biological materials related to highly pathogenic avian
influenza and other novel influenza strains in a timely and consistent
manner’ (para. 4[4]).** It is argued that this approach is compatible
with the CBD because the IHR 2005 requires sample sharing only
for the purpose of risk assessment and not risk management. It would
therefore still be possible for the WHO and its member states to
create solutions to improve access to benefits, like vaccines, derived
from this type of sample sharing.

e The second line of argument claims that the IHR does not provide a
definition of ‘public health information’ as used in Articles 6 and 7.
The ordinary meaning of ‘information’ covers knowledge and facts,
and does not include biological samples. The use of ‘biological
substances’ and similar concepts in other articles of the IHR and in
earlier drafts of the text supports this interpretation, suggesting that
the negotiators saw ‘public health information’ and ‘samples’ as dis-
tinct terms. It can be argued that this interpretation is compatible
with the CBD as well, because deciding whether or not to share bio-
logical samples is left to the state party where the sample origin-
ated.®

Thus, the question of access to genetic resources under the IHR remains
an unresolved issue in need of further clarification. The same is the case
for benefit sharing related to vaccines and drugs developed as a result of
access to such genetic resources.

The case of access and benefit sharing related to influenza viruses:
The WHO monitors the spread of various influenza viruses through its
Global Influenza Surveillance Network (GISN). Because of discontent,
especially in developing countries, with the traditional global influenza
strategy, the WHO has since 2007 been engaged in a reform process on
the sharing of influenza viruses and on access to vaccines and other
benefits. Global influenza governance has operated in basically the same
way for the past 50 years, with samples of new influenza viruses being
analysed annually by WHO-collaborating laboratories before a WHO
committee determines which strains are most likely to affect humans in
the coming months. Manufacturers then start making vaccines against



International Agreements and Processes Affecting an International Regime on ABS under CBD 25

these strains. Most of the 250-300 million doses of vaccine made each
year are used to vaccinate people in developed countries, even though the
new influenza viruses often originate in developing countries, primarily
in Asia.*® As the avian influenza spread across Asia in 2007, developing
countries began to question how they were benefiting from this process.
If the vaccines developed by pharmaceutical companies based on viruses
shared by developing countries do not benefit these countries’ own
residents, why should they continue to share their virus strains?

It was this discontent with the process in general, as well as the
acknowledgement by the WHO that patents had been sought on modified
versions of influenza samples that had been shared through GISN,
without the consent of the provider countries, that led to Indonesia’s
decision to withhold avian flu samples (influenza A or H5N1) from the
WHO and GISN.*’ This controversial action created substantial contro-
versy and alarm — especially since Indonesia had been hit hard by avian
influenza, and access to its influenza strains was seen as critical to global
surveillance and intervention strategies — and motivated the WHO to try
to find a solution to the problem.

The development of a WHO Framework for sharing of influenza
viruses and benefits: At the May 2007 meeting of the WHA, the issue
was taken up and resolution 60.28 on Pandemic Influenza Preparedness:
Sharing of Influenza Viruses and Access to Vaccines and Other Benefits
was adopted.*® This resolution urges the WHO member states to support
GISN and its procedures and to ensure and promote ‘transparent, fair and
equitable sharing of the benefits arising from the generation of informa-
tion, diagnostics, medicines, vaccines and other technologies’. The resol-
ution also requested the Director-General to convene a working group to
review, as well as propose reforms for, the influenza-sharing process
within and outside GISN, and an intergovernmental meeting to consider
frameworks and mechanisms to improve the timely sharing of influenza
viruses with pandemic potential, and the equitable access to benefits. The
Intergovernmental Meeting on Pandemic Influenza Preparedness: Sharing
of Influenza Viruses and Access to Vaccines and Other Benefits (Inter-
governmental Meeting) has drafted a Pandemic Influenza Preparedness
Framework for the Sharing of Influenza Viruses and Access to Vaccines
and other Benefits (Influenza Framework). Although most of the provi-
sions of the Influenza Framework were agreed upon by consensus, signi-
ficant areas remained unresolved when the Intergovernmental Meeting
concluded its work and submitted it for the consideration of the 62nd
WHA. Through a new resolution on pandemic influenza preparedness,
resolution WHAG62.10, the WHA in May 2009 requested the Director-
General to facilitate a transparent process to finalize the remaining parts
of the Influenza Framework, including the Standard Material Transfer
Agreement (SMTA).*

The 63™ session of the WHA will be held in May 2010. Some discontent
has surfaced regarding the handling of the HINI pandemic, and a
member-driven process to finalize the Influenza Framework has been
called for. It has been agreed that an open-ended working group would be
convened in May 2010 prior to the WHA meeting; this working group
should take as its point of departure the outcome of the Intergovernmental
Meeting and focus on the remaining elements of the framework.>
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The influenza case illustrates the divergence in views, mainly between
developed and developing countries, on issues of access and benefit shar-
ing. While the developed countries in general prefer voluntary benefit
sharing without links to the sharing of viruses and are in favour of allow-
ing patents to be claimed on material shared through the WHO and the
resulting products, most developing countries stress that those entities
receiving material through WHO should commit to benefit sharing
through an SMTA. Further, they are against allowing these entities to
take out IPRs on the shared material itself, arguing that this should be
allowed on the resulting product only if it is licensed to developing
countries free of royalties.

Differing views on international agreements and their implications
for pathogens: The WHO process on the Influenza Framework is of
relevance to ABS under the CBD and the finalization of the international
regime. The Influenza Framework establishes several important mechan-
isms for ABS with regard to pathogens. To avoid confusion and overlap,
these should be taken into consideration by the negotiators. Moreover, the
debate surrounding Indonesia’s decision to withhold virus samples and
the WHO’s ensuing course of action have been rooted partly in differing
interpretations of the CBD as regards virus sharing, national sovereignty
over pathogens and the IHR. It is stated in Article 57.1 of the IHR that the
provisions of the IHR ‘shall not affect the rights and obligations of any
State Party deriving from other international agreements’.

When Indonesia argued that it had the right not to share HSH1 virus sam-
ples because it controlled access to such samples collected in its own
territory, that no other parties could use these samples without their prior
informed consent, and that use by other entities of such samples should
result in benefits for Indonesia, it was drawing on the principles of the
CBD.”" However, this argumentation touches upon the still unresolved
issue in the Montréal draft of the international regime: does the CBD
apply to pathogenic viruses and other pathogens, and should these types
of organisms be covered by the regime?

Animal health, pathogens and ABS: International cooperation to con-
trol animal pests and diseases dates back more than a century. The
original multilateral agreement that formed the basis for the establishment
of the World Organization for Animal Health (OIE) was signed in 1924.
The mandate of the OIE extends to animals used in agriculture and
aquaculture for production, breeding and/or working purposes, compan-
ion animals including ‘exotic’ (wild-caught and ‘non-traditional’) spe-
cies, animals used for research, testing and/or teaching purposes, free-
living wildlife; it includes the issues of their slaughter and trapping,
animals used for sport, recreation and entertainment, also in circuses and
z00s.”*> The OIE collects data concerning the status of pests and diseases
and adopts standards and recommendations to assist countries in their
efforts to control and combat the pests and diseases. A new system of
notification and epidemiological information entered into force in 2005.
It requires countries to submit information on the evolution of the dis-
ease, infection or exceptional epidemiological event and on control meth-
ods used, but it does not explicitly require countries to submit genetic
materials to the OIE.” Benefit sharing in this system relates to the sharing
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of knowledge concerning and assistance to improve the health situation
and the effectiveness of measures taken to prevent the spread of pests and
diseases.

Of particular relevance to genetic resources is the establishment of OIE
Reference Laboratories and Collaborating Centres. These laboratories
and centres are of great importance to the development of measures to
control pests and diseases. They are encouraged to ‘make every effort to
share scientific knowledge and skills with laboratories in developing
countries and provide relevant training in the development and imple-
mentation of rapid, robust and inexpensive diagnostic tests so that disease
control programmes can be improved.” Moreover, they ‘shall be encour-
aged to assist developing countries in designing and producing improved
and inexpensive vaccines’.” There is a need to examine the effectiveness
of measures taken to follow up these recommendations.

The issue of influenza control has also been addressed in the context of
the OIE. At its 76™ General Session in May 2008 the International
Committee of the OIE adopted a resolution on the sharing of avian
influenza viral material and information in support of global avian
influenza prevention and control. This resolution, resolution No. XXVI,
recognizes the global aspect of the avian influenza and its threat to both
animal and human health, and stresses that global control strategies ‘must
focus on controlling the disease at the animal source’. It notes the
responsibility of countries with outbreaks of the disease to share ‘material
and data’ for the purpose of formulating global control and preparedness
strategies. It recommends that OIE members with outbreaks of avian
influenza share ‘animal avian influenza viral material and information
about avian influenza viruses’ with the international scientific community
through OFFLU, the joint OIE-FAO network on avian influenza. It also
recommends that countries that have submitted biological material or data
to IOE Reference Laboratories should be recognized in connection with
any subsequent publications and other benefits arising from the use of the
material.”® These are merely recommendations, but they can be seen as
supporting the free sharing of not only information, but biological
samples as well, to enable global solutions to the problem of new influ-
enza viruses with pandemic potential.

Plant health, pathogens and ABS: International cooperation to prevent
the spread of plant pests and diseases was established more than a century
ago, and the current multilateral framework was established in 1929. The
International Plant Protection Convention (IPPC) Secretariat and its
Commission on Phytosanitary Measures is located within FAO head-
quarters. The IPPC applies to all living plants, including wild flora, and
parts thereof, including seeds and germplasm. The IPPC Secretariat col-
lects data concerning the status of pests and diseases and adopts standards
and recommendations to assist countries in their efforts to control and
combat the pests and diseases. Benefit sharing in this system relates to the
sharing of knowledge concerning and assistance to improve the health
situation and the effectiveness of measures taken to prevent the spread of
pests and diseases. The development of international standards under the
IPPC began in 1992, and was closely related to the status proposed for
the IPPC under the draft Agreement on the Application of Sanitary and
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Phytosanitary Measure (the SPS Agreement) under the WTO Agreement.
The current work programme of the IPPC focuses on the development of
international standards for phytosanitary measures, the exchange of infor-
mation, and capacity building and technical assistance, in particular to
developing countries. The IPPC operates as a framework for regional
plant protection organizations: these shall function as the coordinating
bodies in the areas covered, shall participate in various activities to
achieve the objectives of the IPPC, and shall gather and disseminate
information.

The current version of the IPPC (1997) obliges countries, ‘to the best of
their ability, [to] conduct surveillance for pests and develop and maintain
adequate information on pest status in order to support categorization of
pests, and for the development of appropriate phytosanitary measures.
This information shall be made available to contracting parties, on
request.” (Art. VIL.2(j)). Article VIII on international cooperation states
that contracting parties shall cooperate in the exchange of information
about pests; further, they shall cooperate ‘to the extent practicable, in
providing technical and biological information necessary for pest risk
analysis’.”® This last paragraph has been interpreted to cover also biolo-
gical samples of pathogens and other pests, including research materials,
biological control organisms, germplasm banks, containment facilities
and anything else that can act as a vector for the spread of plant pests.
However, ‘to the extent practicable’ leaves some flexibility for the parties
when determining which information to share and when deciding when to
share such information. Work to encourage benefit sharing related to gen-
etic resources is less developed under the IPPC than is the case under the
OIE. There is no parallel system to the OIE Reference Laboratories and
Collaborating Centres. The IPPC Secretariat provides developing
countries with technical assistance, aimed primarily at improving their
ability to comply with international standards.

Pathogens in the International Regime: As noted, the issue of pathogen
inclusion in the international regime is still unresolved and the Ad Hoc
Working Group on ABS needs to reach consensus on whether pathogens
should be covered by the regime. The inclusion of viruses and other
pathogens is still bracketed in the section on scope, and the possibility
remains that ‘specific uses of pathogens’ might be listed among the types
of resources to which the regime will not apply. For the regime to be
sufficiently clear regarding pathogens, access to pathogenic material and
the sharing of benefits such sharing might result in, the negotiators should
consider specifying which uses of pathogens are excluded if the last
phrase is kept. Because of the controversies surrounding virus sharing, a
lack of clarity might affect efforts to resolve the issue in other fora. There
are two strong viewpoints regarding pathogens and the international
regime:

e Industry, represented by among others the International Chamber of
Commerce (ICC), argues that certain pathogens and pests should be
excluded from the scope of the international regime altogether. The
ICC argues that those pathogens and pests that can be seen as repre-
senting only ‘threats’ to biodiversity are excluded from the scope of
the CBD and should not be included in the international regime. The
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ICC also holds that pathogens already subject to existing internation-
al agreements or likely to be addressed by agreements under negotia-
tions, such as the Influenza Framework, should be excluded from the
scope of the international regime. As to specific uses, the ICC sug-
gests that only uses which are necessary to ‘detect pathogens or
pests, prevent diseases caused by them, or cure the damage caused
by them’ should be excluded from the regime.”’

e This line of argumentation is heavily disputed by some NGOs and
other stakeholders, who argue that pathogens should be included be-
cause these organisms are an integral part of biodiversity and are of
crucial importance to ecosystems, and that developing vaccines for
selected influenza viruses is an important use of pathogenic organ-
isms that should trigger benefit sharing.” The wording of the defini-
tion of ‘genetic resources’ in the CBD is in support of this line of
argument, as pathogens could have actual or potential value because
of their genetic material.

Implications for the ABS negotiations: Because the Influenza Frame-
work being developed by the WHO covers only influenza viruses, there
are currently no solutions for the sharing of other pathogens of global
concern or the benefits arising from the utilization of such material.
Should the negotiators of the international regime seek to address this
problem, it is important that any solution should be compatible with the
WHO process, as well as the strategies of OIE and IPPC, and should not
run counter to the need for the timely sharing of genetic material essential
to pandemic risk assessments and strategies. The important differences
between the approaches adopted under the WHO, the OIE and the IPPC
needs to be taken into account, and may arguably be a significant argu-
ment in favour of establishing a general framework under the CBD. Any
new developments concerning the WHO Influenza Framework must be
taken into consideration when the regime is finalized and adopted. The
following options are currently available to the negotiators of the interna-
tional regime:

Option 1: Exempt all pathogens from the scope of an international
regime.

The negotiators might choose to leave out the bracketed mention of
pathogens under scope, while listing the included sectors of biodiversity.
It might then be argued that the resulting international regime would not
apply to pathogens, although pathogens in general would not be speci-
fically excluded from the scope of the regime

Option 2: Include all pathogens in the scope of an international regime.

If pathogens are listed as a type of genetic resource to be covered by an
international regime, there will be little room for interpretation regarding
their status in this regard. However, it remains unclear exactly how this
will affect the WHO Framework on sharing of influenza viruses, vaccines
and other benefits, and the activities of the OIE Reference Laboratories
and Collaborating Centres.
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Option 3: Exclude some ‘specific uses of pathogens’ from the scope of the
international regime.

Negotiators might choose to remove the brackets around this phrase even
if pathogens in general are included. Further clarification might be need-
ed, however, as to what this means in practice and exactly which uses are
excluded.

One of the main issues to be resolved as to pathogens and ABS is the
question of access to genetic materials and the resulting vaccines and
other control measures. As is the case with many of the other regimes and
processes interacting with ABS and the CBD, IPRs being taken out on
these materials and resulting products is one of the trends that have
sparked controversy. To what degree and under what circumstances IPRs
can be taken out on pathogenic material shared internationally is there-
fore one of the remaining issues that need to be resolved.



6 Interface with International Regimes Pertaining
to Traditional Knowledge of Indigenous and
Local Communities

One particular intellectual asset connected to genetic resources is tradi-
tional knowledge (TK). There exists no treaty that specifically regulates
traditional knowledge, but how to recognize indigenous and local com-
munities for this knowledge and provide protection to it has been ad-
dressed in various fora.

An important ABS principle under the CBD is that access to genetic
resources should be based on the prior informed consent (PIC) of the
involved parties and upon mutually agreed terms (MAT). Indigenous
peoples and local communities have been involved in the processes
behind many of the ABS laws that have been enacted, and in specific
benefit-sharing arrangements, as per Article 8j of the CBD.

In WIPO, the discussion forum Intergovernmental Committee on Genetic
Resources, Traditional Knowledge and Folklore (WIPO-IGC) has been
presented with 16 different policy objectives to consider, 10 general
guideline principles, and 14 substantial principles, all of them connected
to traditional knowledge from an intellectual property perspective. On the
table for the next session of the Committee in May 2010 is a document on
‘Revised provisions for the protection of traditional knowledge’.” The
document was open for comment until the end of February 2010 and then
revised on the basis of these comments and represented to the WIPO-
IGC. This document is divided into three main parts — policy objective,
general guiding principles and substantive principles — and covers such
matters as overall objectives for promoting respect for TK as well as
outlining more specific provisions for its protection. Work on traditional
knowledge in WIPO-IGC and in the CBD about Article 8 has been
carried out parallel in time, but with little overlap.

The rights of indigenous peoples have also been addressed through other
international frameworks, among them ILO Convention 169 on Indigen-
ous and Tribal Peoples and the UN Declaration on the Rights of Indigen-
ous Peoples (UNDRIP). The ILO Convention provides that governments
have the responsibility to develop, with the participation of the peoples
concerned, action to protect the rights of these peoples and guarantee
their integrity (Art. 2). In particular, they shall consult the people con-
cerned with regard to legislative and administrative measures which may
affect them (Art. 6); together with these people, protect and preserve the
environment in the territories they inhabit (Art. 7); and safeguard their
rights to their resources (Art. 15). The people concerned shall wherever
possible participate in the benefits of the exploration and exploitation of
natural resources, and receive fair compensation for any damages (ibid).

Also UNDRIP provides that indigenous peoples have the right to parti-
cipate in decision making, including through their own decision-making
systems (Art. 18). Any measures that might affect them are to be carried
out only upon the free prior informed consent of these people (Art. 19).
Indigenous peoples have the right to maintain, control, protect and
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develop their traditional knowledge and genetic resources, and states
shall take effective measures to protect the exercise of these rights (Art.
31). Furthermore, states shall ensure just and fair redress for the develop-
ment, utilization and exploitation of natural resources and take appropri-
ate measures to mitigate adverse environmental, economic, social, cul-
tural and spiritual impacts (Art. 32).

In addition, Farmers’ Rights as they relate to plant genetic resources for
food and agriculture are addressed in the Plant Treaty. Here the protec-
tion of traditional knowledge related to these resources is one several
measures suggested for the realization of Farmers’ Rights (Art. 9). Pro-
tecting farmers’ traditional knowledge can mean different things.®” It can
mean offering ownership status to farmers, with the right to act against
misappropriation and decide over the use of their knowledge and related
plant genetic resources (ownership approach). It can also mean protection
by sharing among custodians of crop genetic resources (stewardship
approach). In Norway, farmers have stressed that their traditional know-
ledge is about to disappear as the practitioners grow older and fewer.
Protection, in their understanding, is about ensuring that the knowledge
does not die out, and for that purpose the broadest possible sharing of
knowledge is necessary. Some proponents of the stewardship approach
note that agricultural plant varieties and related knowledge are normally
shared among farming communities: Ownership’ in this context is gen-
erally an alien idea among farmers, representing a profound break with
traditional perceptions. In other parts of the world, misappropriation is an
important issue; and in Peru, a potato catalogue has bridged the divide
between the two approaches, combining the sharing of knowledge, with
due recognition to the involved farmers and their knowledge — and with
measures against misappropriation.®’ Whether a stewardship approach, an
ownership approach or a combination is chosen to protecting traditional
knowledge related to agro-biodiversity under the Plant Treaty, it should
not provide any disincentives to the sharing of knowledge and genetic re-
sources among farmers, nor should it contribute to genetic erosion or the
loss of traditional knowledge, which would be against the intentions of
the Plant Treaty.

When the negotiators of an international ABS regime under the CBD are
to determine its scope, the extent to which TK should be included or
excluded from the regulations must be clarified. If such an international
regime is to be operational and functional in a legal sense, it will be
necessary to include — or exclude — TK in a way that can be handled in a
legal context. Thus, an international regime will need to develop the
linkage between the definition of genetic resources as its subject matter
and the TK aspects to be covered. Clarity is essential as to the object of
the right, who shall be the holder of the right, whether it shall be made
exclusive, and other related issues.



7  Interface with International Regimes on
Intellectual Property Rights

Interface with Patent Law — WTO and WIPO

Whereas CBD, the ITPGRFA and CGRFA are concerned with the sover-
eign rights of states over genetic resources in general and the manage-
ment of those sovereign rights for one particular area of resources (gene-
tic resources as subject matter for a right), intellectual property rights take
a very different approach: Public authority is used to grant time-limited
exclusive private rights to, in particular, companies or individuals. The
patent system is historically based on national systems, with each govern-
ment enjoying discretion to apply its patent law strategically to build up
technical industries. Patent law has often been used to give a country-
specific monopoly to the one bringing a new product or technique to the
country, also when this has involved copying techniques from competing
nations.” The sovereignty of nation-states has been used to grant these
privileges under the jurisdiction of each one.

Today, however, the discretion of countries is limited by international
harmonization treaties, the most comprehensive of which is the Agree-
ment on Trade-Related Aspects of Intellectual Property Rights (TRIPS)
as part of World Trade Organization (WTO).* Moreover, various nations
work together under regional systems for shared systems for granting
patents and harmonization.® In these regional offices (except for one), the
grant of a patent is decided outside the national sphere. In fact, it is supra-
national rather than international: the power to grant patents rests outside
the control of any one particular nation-state. It is the organization that
grants the patent. The patent granted by that organization becomes legally
binding for everyone in each member country. This is relevant for ABS in
general, and Africa in particular, since OAPI and ARIPO form the institu-
tional basis for granting patents also in the field of patents to biologically-
based inventions.

Two major changes in patent law constitute main interfaces between ABS
and patent law. First, there are the changes in the practice of the indus-
trialized countries in granting patents to inventions based on biological
material. This dimension becomes relevant for ABS because inventions
connected to genetic resources and traditional knowledge are being
patented in the industrialized countries — and this may happen almost
without any transfer of benefits to the developing countries. As a result,
the first generation of ABS measures emanated in provider countries,
generally in the South. In an effort to ensure that benefit sharing would
take place as foreseen, comprehensive procedures for access to genetic
materials were established in some countries.

The second dimension concerns the international level, when the stan-
dards from the industrialized countries were made global in scope. This is
relevant for ABS in a less direct manner, since ABS is primarily an
international tool for ensuring the distribution of benefits back to the one
that provided the genetic material. International patent law could be ABS-
relevant if it included means to give force to an international regime, but
as yet there has been a lack of political consensus on this point. There-

33



34

R. Andersen, M. Wallge Tvedt, O.K. Fauchald, T. Winge, K. Rosendal and P.J. Schei

fore, the most relevant interface for an international regime is how to
establish mechanisms or obligations that can capture ABS-relevant bene-
fits from the patent systems and channel them back to the providing
country.

The disclosure of information connected to patent application to ensure
benefit sharing has been presented as a crucial element for ensuring
compliance with the ABS/CBD. Disclosure is intended as a mechanism
whereby the patent applicant is obliged to give relevant information about
various aspects relevant to the invention. Disclosure provisions have been
suggested for the TRIPS Agreement,” under the Patent Cooperation
Treaty (PCT/WIPO),* and have been discussed in the Intergovernmental
Committee on Genetic Resources Traditional Knowledge and Folklore
(IGC/ WIPO).*” Despite the massive attention accorded to disclosure
requirements in political negotiations as well as by academics, there is
little to indicate that a stand-alone disclosure requirement in the IPR
legislation would solve the problems related to benefit sharing.®® Merely
requiring information does not necessarily lead to any benefits being
shared — say, from a private company in an industrialized country to a
developing country.®” This is also an underlying assumption in the more
extensive proposal about a detailed disclosure requirement made by
Brazil and others to the TRIPS Council.”” The discussion of disclosure in
WTO-TRIPS has been halted. The IGC/WIPO suffers from considerable
disagreement and has made little headway in negotiating any binding text
in the area of genetic resources.

As a stand-alone disclosure requirement is not likely to ensure benefit
sharing under the CBD, an international regime must as an important
interface address disclosure within a more complete context. It must be
recognized as being only one small part of the solution.

Many difficult issues will need to be clarified for a disclosure obligation
to be effective. One crucial point is to establish the link between genetic
resources accessed and the obligation to disclose. If this is not specified,
the obligation will not provide clarity as to when patent applicants are ob-
liged to disclose information and when they are not under such an obli-
gation. The proposal from Brazil and others for a new Article 29bis in the
TRIPS Agreement includes wording about this linkage: “When the sub-
ject matter of a patent application is derived from or developed with bio-
logical resources and/or associated traditional knowledge, [...]’. This
refers both to derived from and developed with as the trigger point for
when information must be disclosed. The suggested draft Article 29bis
refers to a broader subject matter: biological material or traditional know-
ledge. The term ‘derived from’ indicates that the origin should be dis-
closed with all innovation derived from biological material. The term
‘derived’ indicates a fairly close linkage between the biological material
and the patented invention. The term ‘developed with’ broadens the scope
somewhat, indicating the possibility of a more distant link between the
biological material or TK and the invention. An international regime will
need to be quite specific on this issue.

The application of IPRs, the attempts to regulate access and the lack of
benefits shared — all point up the importance of establishing user-country
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measures to ensure benefit sharing in order to balance the responsibilities
for ABS between users/IPR-owners and providers/ custodians of GR.

The truly important interface between ABS and patent law concerns the
changes in practice in recent decades. Especially five mechanisms in pat-
ent law are crucial in this respect:

e the narrowing down of the legal exemption from patent protection;’’

e the definition of what is recognized as prior art (already known
before the patent application);’

e the practice of the novelty criterion;”
e the practice of the inventiveness criterion; and

e the acceptance of the deposit of biological material replacing the
complete written disclosure.”

The content of these five issues is not yet harmonized globally. Global
rules regulating these standards would affect how to safeguard the public
domain for research and development as well as the rights under ABS.
Their more detailed potential to interfere with ABS has been explained
elsewhere, and the scope of this report does not allow a more thorough
explanation.” The strong call for full harmonization has been on the table
of the specialized body of WIPO for patent law harmonization, the
Standing Committee on the Law of Patents (SCP), for a good while.”®
The most recent meeting of the SCP-WIPO when harmonization of these
and other substantive patent law issues was discussed was in 2005. There
exists a draft Substantive Patent Law Treaty (SPLT), a draft Regulation
under this draft treaty and draft implementing rules to them. Beyond
doubt, if the draft SPLT with the supplementing rules had been binding
they would have a broad and profound interface with ABS.”” Indeed, four
of these five issues were the ones that the developing countries insisted
that the SCP-WIPO should negotiate first.” However, under the new
agenda of the SCP from 2008, harmonization of these issues is not on the
table as negotiable text.”” Currently the SCP-WIPO is focusing on more
academic studies of selected patent law issues, with a much lighter form
than text-based negotiations.®

As the international patent system has showed a very limited willingness
to include mechanisms to ensure that the obligations in CBD Article 15
are met and enforced, an international regime will need to take a more
active approach to the interface between the commercial use of genetic
resources subject to patent rights and ABS.

In this context there is a need for an international regime to take clear
measures on the user side of the ABS coin. User-country legislation
should emplace clear obligations on the one using genetic resources. That
could be implemented as an obligation in the legislation to have informa-
tion about the origin and legal provenance of the genetic resources avail-
able to all users — including, of course, the providing country and the
country of origin. It could mean clear obligations that, for any use of
genetic resources to be legal, the user must be able to document that a
scheme for benefit sharing has been established.
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One particularly important interface issue is when access regulations
attempts to regulate the applicability of patent law. This is sought done in
ITPGRFA Article 12.3.d where, as mentioned in section 1 above, mater-
ial from the MLS, or its genetic parts and components, in the form it is
received shall not be patented. This is binding upon the user of the MLS
if the material is accessed under the SMTA of the ITPGRFA. An open
question is how much the material must be modified before it is no longer
regarded as being ‘in the form received’. This is a matter of interpretation
of the SMTA. However, this contractual restriction cannot ensure that the
patent system is not used for granting exclusive time-limited rights to the
said material. Whether a patent is granted or not depends on the practice
in the patent system, and not on the interpretation of the ITPGRFA. In the
patent system, the consideration is not whether the material is in the form
received or not — it is a question of whether the invention is novel and
sufficiently inventive. These considerations in patent law are not identical
with the restriction according to the ITPGRFA. To challenge a patent,
legal procedures must be taken under the patent system and in the courts
of the country where it is granted. A resolution from the dispute settle-
ment system under the SMTA is not recognised as to have effects for the
validity of the patent. This establishes a potentially difficult situation
where a patent holder is in breach with the SMTA but still is the holder of
a patent to the invention based on the plant genetic material.

Interfaces with the intellectual property right of the plant breeder to plant
varieties — UPOV

The specialized IPR system for the plant sector, the International Conven-
tion for the Protection of New Varieties of Plants under the Union for the
Protection of New Varieties of Plants (UPOV), grants time-limited rights
to new plant varieties.®’ These plant breeders’ rights affect the accessibil-
ity of plant genetic resources, since each granted right establishes an
exclusive right to a specific protected ‘plant variety’, and that has conse-
quences for the exchange and use of it in further breeding and in growing
crops. There are different versions of the UPOV treaty, as the UPOV
convention has been revised four times. Currently the version of UPOV-
78 and that of 1991 are in use. There are important differences between
them: UPOV-91 establishes the most stringent right, whereas UPOV-78
opens for country discretion in its implementation and grants more
flexibility for plant breeders to use already protected material.

Countries members to the WTO and the TRIPS agreement have
discretion to exempt plants from patent protection (TRIPS Art 27.3.b) —
however, they are obliged to grant a particular sui generis protection to
plant variety as subject matter (TRIPS Art 27.3.b). The sui generis alter-
native in the TRIPS is not linked to any particular treaty, even though
there was already an international treaty open for signature — UPOV-78 —
providing one example of a sui generis system at the time of negotiations.
Therefore, no obligation can be identified under the TRIPS Agreement
for countries to apply plant-variety protection legislation according to
UPOV or to become UPOV members.

One particular interface issue between UPOV-91 and ABS concerns the
manner of defining ‘novelty’ under the UPOV-91 system. ‘Novelty’, ac-
cording to Article 6 and Article 1(iv), refers to either a newly bred or
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‘discovered and developed’ plant variety. The baseline for this assess-
ment is not only what has been published previously, but also whether the
plant variety has been previously offered for sale in a commercial farm-
ing system in the form of seeds or propagating material. This implies that
non-commercial farming systems are not guaranteed that breeding
material which has been in non-commercial use will not be included und-
er a new plant-variety right. If such non-commercial material is described
in a new manner, it can meet the criteria for being subject to a new
property right. Thereby the definition of novelty becomes an important
element for the interface between ABS and plant breeders’ rights.

A granted right according to UPOV-91 also reduces the right of farmers
to exchange seeds among themselves. In such cases, the farmers growing
the new, protected, seeds step out of the community for seed exchange.
And that reduces the number of farmers participating in the local ex-
change system.

The UPOV does not require any particular system for benefit sharing.
One specific link to ABS could be to establish an obligation whereby a
plant variety right-holder must distribute a part of the benefits arising
from the plant variety back to the Plant Treaty benefit-sharing system, or
for genetic resources falling under an international regime to this benefit-
sharing system. The SMTA under the MLS of the Plant Treaty includes
an optional benefit-sharing clause if the plant variety is commercialized;
this optional system is relevant for the UPOV. For material not under the
scope of Plant Treaty, the benefits need to be shared with that relevant
provider. The problems of solving the interface issue between the UPOV
and an international regime also give rise to enforcement challenges
similar to those described under the patent system. Also here the interna-
tional aspects of use and enforcement become relevant issues.






8 Conclusions

Negotiating ABS with a view to mutual supportiveness with other inter-
national agreements and processes is a challenging task. This report has
highlighted many key interfaces that must be taken into consideration if a
new international regime is to be mutually supportive with already
established international commitments. Some of these frameworks deal
with particular sub-categories of genetic resources, whereas other deal
with access to resources in geographically defined areas. Some address
the traditional knowledge attached to genetic resources, and others
regulate intellectual property rights that are relevant to appropriate these
resources. The options for the negotiators of an international ABS regime
with regard to each of these international regimes and processes have
been highlighted in the respective sections of this report. Here we will
focus on implications for the discussion of the scope of an international
regime to take into account the special needs of each grouping of genetic
resources.

There are great differences between and among various sub-sectors of
genetic resources in terms of their distinctive features and the challenges
regarding their conservation and utilization. These differences have given
rise to the question of whether particular sub-sectors should be included
in an international regime on ABS, or should be kept outside such regula-
tions.

e  The Multilateral System of the Plant Treaty is already an established
and legally binding ABS system, and is therefore eligible to be kept
outside an international regime on ABS. However, it might be
challenging to define the exact scope of the material to be excluded.
As a minimum, the material in the Multilateral System and the
material that is already made available with the SMTA need to be
excluded. An international regime could include flexibility to enable
future expansion of the Multilateral System to new species in addi-
tion to those currently listed in Annex I. In defining the scope of the
material to be excluded, there are four challenges: (1) Not only
Annex I material is relevant to exclude, but also all other material
transferred by use of the SMTA that are additional to the Annex I
material; (2) only the material in the public domain and under the
control of the parties can be excluded, so, for instance, the material
in farmers’ fields are subject to an international regime; (3) there are
70 countries that are parties to the CBD and non-parties to the Plant
Treaty, so it is not sufficient to refer solely to Annex I material if
excluding this from the scope; (4) the MLS applies only for the
specific use for food and agriculture: an international regime should
address other uses of this material.

e The genetic resources for food and agriculture are manifold, with
very different distinctive features, exchange patterns and manage-
ment needs, despite some commonalties. There have been discus-
sions as to whether GRFA should be excluded from an international
regime on ABS. The core message here is that the specific features
and management needs of the different sub-categories of GRFA must
be reflected in an international regime.
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e  ABS to genetic resources in the sea beyond areas of national jurisdic-
tion has been a difficult topic for years, and international processes in
other international fora have so far not resulted in agreement on solu-
tions. If an international regime on ABS covers these resources ade-
quately, it might solve the long-lasting dispute. The status regarding
sovereignty and sovereign rights of national differs in international
law for the deep sea bed, the high seas, the continental shelf, the
economic zone and territorial waters. These differences must be
taken into account, as they are already binding in international law.
In the period until consensus is reached in this particular forum, the
patent system remains the only legal system for establishing property
rights to genetic material taken from the zones of the oceans beyond
national sovereign rights. It is in the interest of various actors that the
dispute should continue, as this leaves the genetic material open.
From an ABS perspective, it is important to seek to include these
resources.

e Regulating ABS to genetic resources in the Antarctic is also a diffi-
cult task, due to the unclear territorial status. However, if these re-
sources are not included in an international regime, that might create
a loophole whereby users of genetic resources actually obtain them
elsewhere but argue that they were collected in Antarctica. This is an
argument for including these resources in an international regime on
ABS. In any case, the benefit-sharing side of the ABS coin needs
mechanisms to validate whether the said genetic resources are inside
or outside the scope of an international regime.

e  Whether pathogens should be excluded from an international regime
on ABS is a difficult question. There are arguments for and against
the exclusion of pathogens and also suggestions that only specific
uses of certain pathogens should be included. If pathogens or certain
uses of pathogens are excluded, clear specification of what this
means is vital. In any case there are important issues related to patho-
gens that need to be solved, not least as regards intellectual property
rights to material that is shared internationally.

e Traditional knowledge related to genetic resources is already covered
in the negotiation text of an international ABS regime, and as such it
addresses the domestic regulation of ABS with a view to indigenous
and local communities that are holders of traditional knowledge.
Including provisions on traditional knowledge has additional support
in several other international frameworks.

As we see, there are good arguments for a broad and inclusive interna-
tional regime on ABS. It will need to take into account the special char-
acteristics of the different sub-categories of genetic resources. As the
example of the Multilateral System under the Plant Treaty shows for
PGRFA, and as the CGRFA suggests, differential solutions might be
required for different sub-categories, in order to reach the common
objectives of access and benefit sharing for all genetic resources covered
by the CBD.

To cover all these different sub-categories of genetic resources in one re-
gime, and with general provisions only, might prove a challenging task.
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Seeking to negotiate a one-size-fits-all approach might lead to provisions
that are more general and less effective than more tailor-made solutions.
Also there is the possibility that negotiators will seek to exclude various
sub-categories of genetic resources, thereby weakening the regime. On
the other hand, there is the fear that a sector-based approach could
weaken an international ABS regime from another angle, by splitting it
up into bits and pieces. That would be the case if sub-categories of
genetic resources were to be excluded from the ABS regime and referred
to other international fora instead.

To include differentiations among sectors within an international ABS
regime under the CBD would entail having general provisions that apply
for all sectors dealing with the access side and the benefit-sharing side of
ABS, and sector-specific provisions that meet the specific features and
needs of specific sub-categories of genetic resources. A central item for
the general provisions is user-country measures, which must be kept at a
cross-sectoral level to achieve functionality. These include the further
specification of what is meant by ‘utilization of genetic resources’, sur-
veillance mechanisms (like certificates and disclosure) and enforcement
mechanisms for the providers of genetic resources under the jurisdiction
of the user country. In particular they include the obligation upon users,
regardless of the sector in which they operate, to conduct fair and equit-
able benefit sharing, and obligation of the user countries to implement
legislative, policy and administrative measures to ensure that benefits are
shared.

A sectoral approach could be designed in various ways and through dif-
ferent processes. Here four different options are highlighted and dis-
cussed:

1. An international ABS regime could have general provisions which
apply to all genetic resources that are included in its scope and that
are not covered by specific sectoral provisions, as outlined above,
and then include chapters on the relevant sub-categories of genetic
resources that need specific solutions.

2. An international ABS regime could be designed with general provi-
sions for all the genetic resources that are included in its scope, and
open for the adoption of annexes on ABS to specific sub-categories
of genetic resources for special regulation of them, based on their
distinctive features. The final act of the international regime could
then set out that these annexes shall be negotiated within the frame-
work of the CBD and be presented to the next Conference of the
Parties to the CBD. Alternatively, the international regime as such
would prevail until sector-specific solutions could be found.

3. An international regime might open for the adoption of international
agreements on ABS to specific sub-categories of genetic resources
developed under the auspices of other international organisations or
treaties — in harmony with the CBD. This would in practice imply
that these sectors were excluded from the international regime, and
that the ensuing ABS regulations for these sectors were dealt with
under the respective international frameworks.
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4. An international ABS regime could be designed with general provi-
sions for all the genetic resources that are included in its scope, and
open for the adoption of annexes on ABS to specific sub-categories
of genetic resources. Under this option, the COP could consider
whether such annexes should be developed in cooperation with other
international bodies, and it could invite draft text from such bodies.
This option would allow the international regime to enter into force,
whereas annexes could be included in the international regime when
adopted by the decision body of the international ABS regime or the
Conference of the Parties to the CBD.

In any case, it is important to keep in mind the larger context when
designing an international regime on ABS. When ABS emerged as an
issue in the negotiations of the CBD in the late 1980s, it was much as a
reaction to the development of intellectual property regimes that could
deprive developing countries of rights over their resources. That issue is
still not solved. The way in which intellectual property rights are ad-
dressed in an international ABS regime may be decisive to the prospects
for benefit sharing. Whether benefit sharing will take place depends on
the possibility of establishing a legally binding system on user-country
measures which can safeguard the realization of this objective. An im-
portant observation is that a stand-alone disclosure requirement will not
be sufficient to achieve the benefit-sharing obligations. It will have to
form a part of a more complete enforcement system which can resolve
the difficult technical legal issues of the cross-border use of natural
resources.
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