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Editorial Note

The primary goal of A Guide to Designing Legal Frameworks to Determine Access to Genetic Resources is
to highlight some of the principles which should be considered by planners, legislative drafters and policy-
makers as they work to develop legal frameworks on access to genetic resources in their countries. Contex-
tual information on the Convention on Biological Diversity and examples of how countries have thus far
approached the issue are provided.

This publication supplements IUCN's A Guide to the Convention on Biological Diversity and draws on
lessons learned from one component of a four year IUCN Environmental Law Centre project to provide
technical legal assistance to implement the Convention on Biological Diversity. The overall project, which
commenced in 1994, was funded by the German Bundesministerium für Wirtschaftliche Zusammenarbeit
(BMZ), and additional funds for this publication were also provided for by the Dutch Ministry of Develop-
ment Cooperation.

The genetic resources component of the project was initially conceptualised (and budgeted) to provide
technical legal assistance to only one country to implement article 15 of the Convention (Access to Genetic
Resources). In 1994 the Council of the Cartagena Accord (the Andean Pact), a regional economic integra-
tion organisation whose member states are Bolivia, Colombia, Ecuador, Peru and Venezuela, requested
technical legal assistance from the IUCN Environmental Law Centre (IUCN-ELC).

The Council asked IUCN's assistance in preparing a report aimed at providing elements for a common
regime on access to genetic resources. The report would be subsequently considered in a governmental
drafting phase. In a break from the usual process, the Council was particularly interested in gaining the
views of civil society prior to the governmental drafting phase.

With the support of the Sociedad Peruana de Derecho Ambiental (SPDA), an IUCN member, a legal team
was created consisting of Patricia F. Moore and Lyle Glowka from IUCN-ELC and Brendan Tobin and
Manuel M. Ruiz from SPDA. Special advisors were Jorge Caillaux (SPDA) and Françoise Burhenne-Guilmin
(IUCN-ELC).

A process was designed to solicit comments from interested groups within the five country region. Two
workshops were organised by IUCN and SPDA.

The first workshop took place in Lima, Peru. It was attended by a representative from each Andean Pact
member state, acting in a personal capacity, and a representative from Coordinadora de las Organizaciones
Indigenas de la Cuenca Amazonica (COICA), Estudios de Estructure y Administracion del Estado (ESTADE),
the International Potato Centre of the Consultative Group on International Agricultural Research, the Food
and Agriculture Organisation of the United Nations and the United Nations Environment Programme. Par-
ticipants were asked to comment on principles and criteria prepared by the legal team which could then
provide the conceptual basis for possible substantive elements of an Andean Pact common regime.

The second workshop took place in Villa de Leyva, Colombia. It was attended by over eighty people from
non-governmental organisations, indigenous peoples' organisations and governmental and intergovernmen-
tal organisations. Participants were asked to comment on a discussion document prepared by the legal team
which suggested possible elements for a common regime on access to genetic resources.

The final report to the Andean Pact Council was written by Francoise Burhenne-Guilmin and Manuel M.
Ruiz. Entitled Toward a Legal Framework to Regulate Access to Genetic Resources in the Andean Pact, it
was submitted to the Council in October 1994. Governmental technical experts then began an intergovern-
mental process which subsequently led to the adoption of Decision 391 in July 1996.
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Foreword

During the negotiations of the Convention on Biological Diversity, and in the subsequent years since its
entry into force in December 1993, perhaps no other subject has been as contentious as article 15 (Access to
Genetic Resources). Controversy stems from the implications article 15 has for State sovereignty, economic
development, indigenous and local communities, scientific research, the industries dependent on genetic
resources and, above all, the conservation of biological diversity and the sustainable use its components.
Nevertheless, the compromise reflected in article 15 marks an historic commitment by the contracting
parties of the Convention to direct benefit flows from the utilisation of genetic resources back to the coun-
tries providing genetic resources. Legislation will play a central role in nearly every country's approach to
implementation particularly those countries which provide genetic resources.

There has been a flurry of activity around the world aimed at creating or modifying legal frameworks in
response to the access provisions of the Convention. The emerging legal frameworks are bold first steps to
capture the benefits of genetic resources and they manifest the new relationship between the providers and
users of genetic resources which is reflected in the Convention.

They are remarkable in many ways. For example, many of the legal frameworks have been or are being
developed in consultation with a variety of interest groups, including indigenous and local communities. In
addition, some legislation promotes transparent and participatory decision-making processes to determine
access to genetic resources. Local benefit-sharing is also being promoted.

The advent of participatory processes to develop and implement legal frameworks on a very specialised,
complex and political issue such as access to genetic resources bodes well for the future development of
other biodiversity-related laws. Not surprisingly developing countries, which because of their biodiversity
are targets for bioprospecting activities, have been some of the first to create legal frameworks on access to
genetic resources. While it is too early to tell how successful the innovative work of these countries will be
in actually capturing benefits from genetic resources, there is no doubt that the precedents set and lessons
learned in the legal development process will influence their work in other areas important to the implemen-
tation of the Convention.

A Guide to Designing Legal Frameworks to Determine Access to Genetic Resources is the culmination of
four years of work by the IUCN Environmental Law Centre (IUCN-ELC) on the legal and institutional
aspects of the access issue. It is the first in a series of focused supplements to IUCN's A Guide to the
Convention on Biological Diversity and demonstrates the continued commitment of IUCN to the conceptual
development and practical implementation of the Convention.

This new guide combines lessons learned from the field with desk-based research and comparative analysis
of the emerging legal frameworks on access to genetic resources. It aims to provide planners, legislative
drafters and policy-makers with a source-book of contextual information and real world examples which
can be drawn upon to tailor a country's legal and institutional approach to this complex issue. We also hope
this guide will be useful to all those people interested in implementing article 15 of the Convention, as well
those interested generally in the access issue.

A Guide to Designing Legal Frameworks to Determine Access to Genetic Resources is a publication of the
IUCN Environmental Law Programme. We are very grateful to the German Bundesministerium fur
Wirtschaftliche Zusammenarbeit (BMZ) for generously providing the financial support which made the
entire four year project possible, and to the Dutch Ministry of Development Cooperation for the support to
this publication.

Frangçise Burhenne-Guilmin
Head, IUCN Environmental Law Centre

Bonn, Germany
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1.0 Introduction

Innovation based on genetic diversity has always re-
lied on having physical access to genetic material.
Many States have historically controlled access to
biological resources directly through their regulatory
powers or more indirectly through property laws.
With few exceptions, they have not controlled ac-
cess to the genetic material that biological or other
materials may contain. Consequently users who
gained access to genetic resources have not been re-
quired to share benefits derived from their use with
the country of origin or those individuals or commu-
nities who may have been the ultimate providers.

The failure to capture the benefits of genetic resources
derived primarily from the fact that the genetic ma-
terial had neither a clear legal status, nor an obvious
market value. It was de facto usable by anyone for
any purpose once it was obtained physically.

In the last twenty-five years, some governments have
perceived this situation as inequitable. Recently, it
has become more widely recognised that the situa-
tion may also eliminate a potential incentive for con-
serving biological diversity and using its components
sustainably.

A major aim of many developing countries in the
intergovernmental negotiations which led to the Con-
vention on Biological Diversity was to redefine his-
torical benefit flows from the use of genetic re-
sources. Article 15 of the Convention on Biological

Diversity defines the rights and obligations of Con-
tracting Parties regarding access to genetic resources
and the fair and equitable sharing of benefits derived
from their use. Encompassing only 7 paragraphs, it
is a far-reaching and complex article which attempts
to define in international law a new relationship be-
tween the Parties of the Convention which provide
and use genetic resources: access to genetic resources
in exchange for a share of benefits derived from their
use.

The Convention provides the general contours of the
new relationship. But the details of the practical im-
plementation of article 15 will be defined primarily
at the national and sub-national levels by creating or
adapting legislation, administrative procedures and
institutions.

Drawing on existing examples, this document high-
lights some of the legislative and institutional ap-
proaches that Parties to the Convention on Biologi-
cal Diversity could consider as they strive to imple-
ment article 15 and attain the third primary objec-
tive of the Convention: fair and equitable benefit-
sharing from the use of genetic resources. Part 2 pro-
vides a contextual overview of the relevant articles
of the Convention. Part 3 discusses legal and institu-
tional considerations for States providing genetic re-
sources. International issues, fora and instruments
relevant to implementation of article 15 are addressed
in a number of boxes throughout the text.
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2.0 Convention on Biological Diversity

The legislative and institutional considerations for
implementing the access and benefit-sharing provi-
sions of the Convention on Biological Diversity be-
gin naturally with the provisions of the Convention
itself.

Article 1 (Objective) states the objectives of the Con-
vention and covers its main themes. The objectives
of the Convention are:

• the conservation of biological diversity;
• the sustainable use of its components; and
• the fair and equitable sharing of benefits

arising from the use of genetic resources.

The latter part of the article then indicates three means
by which the sharing of benefits could occur. Para-
phrased they are:

• appropriate access to genetic resources, taking
into account all rights over those genetic
resources;

• appropriate transfer of relevant technologies,
taking into consideration all rights to techno-
logies; and

• appropriate funding.

The first phrase foretells article 15. The word "ap-
propriate" relates to the terms or conditions of ac-
cess to genetic resources. They can be determined

by a Party providing genetic resources. The refer-
ence to rights over genetic resources foreshadows
that the legal status of genetic resources is a major
consideration that the Convention leaves to each
Contracting Party to clarify.

The second phrase foretells article 16. It reflects the
need for balancing a series of factors including legal
rights over the technologies transferred which may
incorporate genetic material provided.

The third phrase looks forward to the financial pro-
visions of the Convention in articles 20 and 21. The
negotiators of the Convention envisioned that some
Parties may need assistance from the financial
mechanism of the Convention to make benefit-shar-
ing a reality. For example, developing countries could
seek funding from the Convention's financial mecha-
nism for enabling activities such as a planning proc-
ess on access and benefit-sharing or developing ac-
cess and benefit-sharing legislation. The word "ap-
propriate" envisages a degree of negotiation as the
financial mechanism covers only the agreed full in-
cremental costs of the activity proposed.

Article 1 provides an overall sense of direction to
the Convention. It is then supplemented by the more
substantive provisions of the Convention. As an ap-
proach is developed to implement article 15, other
relevant articles will also need to be drawn on.

2.1 Access to Genetic Resources (article 15)

A primary objective of the Convention, and the ba-
sis for article 15, is to ensure the equitable sharing
of benefits derived from the use of genetic resources
with the Parties providing them. These are Parties
that are (1) countries of origin (possessing genetic
resources in-situ) or (2) Parties which have acquired
them in accordance with the Convention (article
15(3)).

The access and benefit-sharing provisions of the
Convention do not apply to genetic resources col-
lected prior to the Convention's entry into force in a
particular State. Therefore, Parties with collections
of genetic resource which were collected originally
from other Parties before the entry into force of the
Convention are not obliged to share the benefits de-
rived from their use with the latter. They can, how-
ever, choose to do so.

The Parties with these pre-existing collections do
have the sovereign right to control access to them to
ensure benefit-sharing, but have no legal claim un-
der the Convention to invoke the benefit-sharing pro-
visions of articles 15, 16 and 19 because these ge-

netic resources were technically not acquired in ac-
cordance with the Convention.

Furthermore, the Convention left outstanding the situ-
ation with regard to access to ex-situ collections of
plant genetic resources. In its third resolution (see
appendix 1), the intergovernmental conference which
adopted the draft convention in May 1992 recognised
the need to seek a solution to this matter within the
Global System for the Conservation and Sustainable
Use of Plant Genetic Resources for Food and Agri-
culture. Governments meeting within the Food and
Agriculture Organisation of the United Nations'
Commission on Genetic Resources for Food and
Agriculture are addressing this within the context of
the renegotiations of the International Undertaking
on Plant Genetic Resources (see box 1).

The Convention defines genetic resources as genetic
material of actual or potential value. Genetic mate-
rial means "any material of plant, animal, microbial
or other origin containing functional units of hered-
ity" (article 2). Functional units of heredity include
all genetic elements containing DNA (deoxyribo-
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Designing Legal Frameworks to Determine Access to Genetic Resources

nucleic acid) and, in some cases, RNA (ribonucleic
acid). Under the Convention, therefore, "genetic
material" would include, for example, a seed,
cuttings, semen, or an individual organism because
they contain functional units of heredity. It also in-
cludes DNA extracted from a plant, animal or mi-
crobe such as a chromosome, a gene, a plasmid or
any part of these such as the promoter region of a
gene.

Under the Convention, genetic material would not
include a biochemical extract if it did not contain
functional units of heredity (Glowka et al., 1994).
Interpreting strictly the term "genetic resources"
would therefore limit the implementation of the Con-
vention to genetic material.

State practice, however, will likely be more expan-
sive. For example, the scope of legislation will likely
cover biomolecules found within biological materi-
als which are the direct result of the expression of
individual genes or gene groups, or which are the
indirect result of the metabolic processes that these
genes may orchestrate. These biomolecules could be
used directly or they could be modified or synthe-
sised. If they are proteins, they could be used to "re-
verse engineer" or synthesise a genetic sequence.

The scope of the Convention also does not include
access to human genetic resources (COP, 1996), al-
though, again, State practice may differ. States may
choose to regulate access to human genetic resources
after taking into consideration the bioethical dimen-
sions of the issue (a subject which will not be ad-
dressed in this publication).

Finally, the phrase "or other origin" has not been
defined. However, it could be interpreted to include
environmental samples such as soil, sediments or
liquids which either include (1) plant, animal or mi-
crobial material containing functional units of he-
redity or (2) functional units of heredity unassociated
with plant, animal or microbial material, in other

words, "naked functional units of heredity" (Glowka,
1996a).

To overcome the inequity perceived by developing
countries which have not shared directly in the ben-
efits derived from their genetic resources, and to pro-
vide a possible incentive for biological diversity con-
servation, the Convention on Biological Diversity
attempts to create a new relationship between the
providers and users of genetic resources (de Klemm
et al., 1995). The new relationship only applies be-
tween the Contracting Parties of the Convention.

The basic idea is to create a quid pro quo between
the Parties of the Convention: access to genetic re-
sources in exchange for sharing the benefits derived
from their use. While the Convention applies only
between its Parties (States and regional economic
integration organisations (REIOs) such as the Euro-
pean Community), legal and institutional measures
used to define the new relationship will likely apply
to other potential users such as governmental actors
from States which are not Parties to the Convention
as well as natural and legal persons.

Article 15 provides the foundation for the new rela-
tionship. It outlines the rights and obligations of each
Contracting Party regarding access to genetic re-
sources and their subsequent use. It is premised on
four fundamental concepts:

• sovereignty over genetic resources (article
15(1));

• facilitating access between Parties (article
15(2));

• access subject to mutually agreed terms
(article 15(4)); and

• access subject to prior informed consent
(article 15(5)).

In addition, each Contracting Party is to take legisla-
tive, administrative or policy measures which aim to
achieve benefit-sharing (article 15(7)).

2.1.1 Sovereign Rights over Genetic Resources (article 15(1))

Article 15(1) establishes clearly the authority of
a government to determine physical access to ge-
netic resources in areas within its jurisdiction. This
derives from the sovereign rights States have over
the natural resources in areas within their juris-
diction.

Even before the Convention on Biological Diver-
sity, States had this power over the genetic re-
sources in areas within their jurisdiction (de
Klemm, 1993). The Convention reaffirms this.
Prior to the Convention on Biological Diversity
this power was probably rarely exercised to en-
sure benefit-sharing however.

While reaffirming the sovereign rights of a State
over genetic resources in areas within their juris-
diction, article 15 does not grant the State a prop-
erty right over these resources (Glowka et al.,
1994). In fact, ownership of genetic resources is
not addressed by the Convention at all. It is a func-
tion of national or sub-national law.

Resolving questions about the legal status of ge-
netic resources, such as who may have an owner-
ship interest in them, is especially relevant to de-
signing effective access and benefit-sharing leg-
islation (Glowka et al., 1994) (see section 3.2.1.1).
Clarity will eliminate uncertainty especially with
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regard to who is entitled to share in the benefits
derived from the use of genetic resources.

Article 15(1) goes on to state that the authority to
determine access to genetic resources rests with na-
tional governments and is subject to national legis-
lation. The phrase "subject to national legislation"
reaffirms the power of a State to legislate on this

issue. Depending on the legal system the control-ori-
ented provision of article 15 — prior informed consent
— may or not may not be viewed as self-executing.
The article is not self-executing if it does not create the
necessary rights and obligations at the national or sub-
national level for it to be implemented without further
legislation. If this is the case, the authority to control
access will need to be clarified in legislation.

2.1.2 Facilitating Access To Genetic Resources between Parties (article 15(2))

The authority of a government to determine access
to genetic resources is qualified by article 15(2).
Article 15(2) requires Parties to (1) endeavour to cre-
ate conditions to facilitate access to genetic resources
by other Parties for environmentally sound uses and
(2) not to impose restrictions which run counter to
the objectives of the Convention.

What this means in practice remains to be seen. How-
ever the provision implies that Parties are to extend
special treatment to each other. But depending on
the interpretation of article 15(2) this might apply
only when access to genetic resources is for envi-
ronmentally sound uses. Determining when a use is
sound environmentally is left to the discretion of the
Party providing genetic resources. A Party may want
to consider its practical meaning in the context of
legislation (see sections 3.4.3 and 3.4.3.1).

The obligations to facilitate access and to eliminate
or minimise restrictions derive in part from the rec-
ognition in the Convention that the conservation and
sustainable use of biological diversity, and access to
and sharing of both genetic resources and technol-

ogy, are "of critical importance for meeting the food,
health and other needs of a growing world popula-
tion" (preambular paragraph 20). This is supported,
for example, by the realisation that no State today is
completely self-sufficient in the genetic resources of
the major food crops such as maize, rice or wheat.
Whether from in-situ or ex-situ sources, all States
are interdependent in their need to have access to
plant genetic resources for food and agriculture
(PGRFA). Consequently, access to PGRFA may need
to be facilitated to ensure the food security of the
world. The challenge is to do this while the ability of
the providers of genetic resources to obtain benefits
— either directly or indirectly — is maintained.

Finding the right balance between determining ac-
cess to PGRFA and ensuring benefit-sharing is the
central issue in the renegotiations of the International
Undertaking on Plant Genetic Resource (see box 1).
Reaching a solution is complicated by the fact that
large collections of PGRFA exist in ex-situ condi-
tions outside of the countries of origin. Therefore,
access to these collections is not subject to their con-
trol.

Box 1. Renegotiation of the FAO International Undertaking on Plant Genetic
Resources

The Food and Agriculture Organisation of the United Nations (FAO) created the Global System for the Conser-
vation and Utilisation of Plant Genetic Resources for Food and Agriculture (the "Global System") in 1983 to
coordinate the conservation and use of plant genetic resources at the molecular, population, species and ecosys-
tem levels primarily for food and agriculture production. As of late 1997, one hundred and seventy-three States
and the European Community participated in the Global System. The System has two institutional components:
the Commission on Genetic Resources for Food and Agriculture (CGRFA) (formerly the Commission on Plant
Genetic Resources renamed in 1995 (Resolution 3/95)) and the International Undertaking on Plant Genetic Re-
sources (the "Undertaking") (Resolution 8/83).

The CGRFA is a global intergovernmental forum of State donors and users of plant genetic resources, technology
and funds. As of late 1997, one hundred and fifty-nine States and the European Community were members.

The International Undertaking is presently a non-binding agreement whose objective is "to ensure plant genetic
resources of economic and/or social interest, particularly for agriculture, will be explored, preserved, evaluated
and made available for plant breeding and scientific purposes" (article 1). The Undertaking, as originally adopted,
was premised on the "principle that plant genetic resources are a heritage of mankind and consequently should be

continued on the next page
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available without restriction" (article 1). It followed from this that governments and institutions adhering to the
Undertaking were to allow access to plant genetic resources under their control "free of charge, on the basis of
mutual exchange or mutually agreed terms", but only "for the purposes of scientific research, plant breeding or
genetic resource conservation" (article 5). As of late 1997, one hundred and twelve States and the European
Community have adhered to the Undertaking.

Over the years since the Undertaking was first completed, a number of agreed interpretations of, and annexes to,
the International Undertaking were negotiated by the Commission on Plant Genetic Resources. These were adopted
by resolutions of the FAO Conference and are now an integral part of the International Undertaking.

The Undertaking and its annexes presently recognise that:

• nations have sovereign rights over their plant genetic resources (Annex III, Resolution 3/91);
• both farmers and breeders have the discretion to make their breeding lines and breeding materials available

to others (Annex III, Resolution 3/91);
• plant breeders' rights are not incompatible with the Undertaking (Annex I, Resolution 4/89);
• a State adhering to the Undertaking may impose only those minimum restrictions on the free exchange of

plant genetic resources as are necessary for it to conform to its national and international obligations (Annex
I, Resolution 4/89); and

• "free access" does not necessarily mean access free of charge (Annex I, Resolution 4/89).

The concept of Farmers' Rights was created in 1989 (Annex II, Resolution 5/89) as a complement to plant
breeders' rights in order to provide the basis for recognising the contribution of farmers to plant genetic resource
stewardship. Farmers' Rights are defined as:

rights arising from the past, present and future contribution of farmers in conserving, improving and
making available plant genetic resources, particularly those in centres of origin/diversity. These rights
are vested in the International Community, as trustee for present and future generations of farmers, for
the purpose of ensuring full benefits to farmers, and supporting the continuation of their contributions
(Annex II, Resolution 5/89).

The Resolution went on to provide more specifically that Farmers' Rights were vested in the international com-
munity in order to:

• ensure that the need for conservation is globally recognised and that sufficient funds for these purposes will
be available;

• assist farmers and fanning communities, in all regions of the world, but especially in the areas of origin/
diversity or plant genetic resource, in the protection and conservation of their plant genetic resources, and of
the natural biosphere;

• allow farmers, their communities and countries in all regions, to participate fully in the benefits derived, at
present and in the future, from the improved use of plant genetic resources, through plant breeding and other
scientific methods.

Farmers' Rights were intended to provide "legal and economic symmetry to the global system governing access
to and development of plant genetic resources" (Cooper, 1993). In other words, the Farmers' Rights concept was
intended to promote a more equitable relationship between the providers and users of germplasm by creating the
basis for farmers to share in the benefits derived from germplasm they have developed and conserved over
generations (Glowka et al., 1994).

The International Fund for Plant Genetic Resources, envisaged in Resolution 3/91 (Annex III), was in part de-
signed to create the means to implement Farmers' Rights. The International Fund would support plant genetic

continued on the next page
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conservation and utilisation programmes, particularly, but not exclusively, in developing countries. Since conser-
vation and sustainable utilisation of plant genetic resources at the time were viewed "as a pressing and permanent
need ... the resources for the international fund as well as for other funding mechanisms should be substantial,
sustainable and based on the principles of equity and transparency". Through the Commission on Plant Genetic
Resources, the donors of genetic resources, funds and technology were to have determined and overseen the
policies, programmes and priorities of the fund and other funding mechanisms, with the advice of the appropriate
bodies. For a variety of technical and political reasons, however, the fund has yet to be established.

To complement the Undertaking within the Global System, international agreements have been negotiated by the
Commission on Plant Genetic Resources or are being negotiated by the CGRFA. One is relevant to access to
genetic resources.

The International Code of Conduct for Plant Germplasm Collecting and Transfer, was adopted by the FAO
Conference in November 1993 (Resolution 8/93). It provides guidelines for collecting and transferring plant
genetic resources to facilitate access and promote their equitable use and development. It is a rich source of
information for countries contemplating access legislation and provides an ethical framework for collectors and
institutions which handle plant genetic resources.

Agreements have been and are currently being negotiated with various States and institutions, such as the Inter-
national Agricultural Research Centres of the Consultative Group on International Agricultural Research (CGIAR),
to place their base or active ex-situ collections of plant genetic resources under the auspices of FAO as part of an
international network of ex-situ collections pursuant to article 7 of the Undertaking.

The primary goal of the International Network of Ex-situ Collections under the Auspices of FAO is to provide a
clear legal framework for the material included and to resolve the problems associated with the legal status of the
materials. It is hoped that this will better ensure the accessibility and proper management of ex-situ collections of
plant genetic resources particularly important to global food security. Over thirty States originally expressed their
willingness to participate in the network1, including 12 IARCs of the Consultative Group on International Agri-
cultural Research2.

Strictly a voluntary decision, participation in the international network entails an agreement to ensure the safe
conservation of designated germplasm and its availability for plant breeding and research purposes, while re-
specting the rights of the providers of germplasm.

Resolution 3 of the Nairobi Final Act, the instrument by which governments adopted the Convention on Biologi-
cal Diversity in May 1992, recognised the need to seek solutions to outstanding matters concerning plant genetic
resources within the FAO Global System for the Conservation and Sustainable Use of Plant Genetic Resources
for Food and Agriculture, in particular (1) access to ex-situ collections not acquired in accordance with the
Convention; and (2) the question of Farmers' Rights (see appendix 1).

The FAO Conference subsequently initiated an intergovernmental process within the Commission on Genetic
Resources for Food and Agriculture to (1) harmonise the International Undertaking with the Convention, (2)
regulate access to plant genetic resources for food and agriculture and (3) realise Farmers' Rights.

1 Argentina, Bangladesh, Chile, Costa Rica, Czech Republic, Denmark, Ethiopia, Finland, France, Germany,
Indonesia, India, Italy, Japan, Iraq, Madagascar, Netherlands, Norway, Pakistan, Philippines, Russia, Sen-
egal, Spain, Sweden, Switzerland, Syria, Togo, Tunisia, United Kingdom, Uruguay and Yemen.

2 These are CIAT, CIMMYT, CIP, ICARDA, ICRAF, ICRISAT, IITA, ILCA, INIBAP, IPGRI, IRRI and WARDA.

continued on the next page
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FAO has regularly informed the Conference of Parties (COP) to the Convention on the progress made in the
negotiations and the COP has given its support. For example, COP Decision 11/15 recognised the "special nature
of agricultural biodiversity, its distinctive features and problems needing distinctive solutions". COP Decision
III/11 noted that the "various options for the legal status of a revised International Undertaking on Plant Genetic
Resources, which include a voluntary agreement, binding instrument, or protocol to the Convention on Biologi-
cal Diversity, have not been decided upon by the [FAO]." The FAO was requested by the COP to inform it of the
outcome of the negotiations. The COP also affirmed its willingness to consider a decision by the FAO Conference
that the renegotiated International Undertaking should take the form of a protocol to the Convention once it is
revised.

The COP has repeatedly called for the speedy revision of the International Undertaking. The re-negotiations of
the International Undertaking began in November 1994 within the Commission on Plant Genetic Resources and
have continued within the CGRFA.

In a broad sense, facilitating access and eliminating
or minimising restrictions to all genetic resources
imply that a Party should consider:

• clarifying the legal status of genetic resources;
• developing a uniform policy on access to

genetic resources and benefit-sharing; and
• adapting existing legislation and admin-

istrative procedures or, where appropriate,
creating new laws and procedures, to establish
clear jurisdictional and administrative compe-
tencies and efficient access procedures.

In addition, the negotiation of multilateral interna-
tional agreements with other States, such as the In-
ternational Undertaking, could facilitate access to
genetic resources while ensuring benefit-sharing.

Bilateral agreements could establish a more detailed
access and benefit-sharing relationship between two
or more States. They might be useful especially to

build a framework of trust, cooperation and reciproc-
ity between States. For example, the rights and obli-
gations of natural and legal persons providing and
using genetic resources might be defined clearly, re-
gardless of whether the States are "providers" or "us-
ers" of genetic resources (see section 2.1.5).

The most immediate indirect benefit of facilitating
access and minimising or eliminating restrictions will
be to increase the probability that genetic resources
within areas under a State's jurisdiction will be used.
This should increase the likelihood that benefits will
be created and these can then be shared. In other
words, benefits can be created only if genetic re-
sources are used sustainably. Facilitating access to
genetic resources and minimising restrictions should
facilitate their use. The critical factor is finding a
balance which ensures that the benefit-sharing inter-
ests of a Party are protected while encouraging ac-
cess and subsequent sustainable use.

2.1.3 Access Subject to Mutually Agreed Terms (article 15(4))

Article 15(4) conditions access to genetic resources on
reaching "mutually agreed terms" between the Party
providing genetic resources and a potential user. "Mu-
tually agreed terms" implies a negotiation between the
Party granting access to genetic resources and an en-
tity which wants to use genetic resources. A successful
negotiation, in other words reaching mutually agreed
terms, could result in an "access agreement".

Access agreements — sometimes called contracts
(Laird, 1993), material transfer agreements (Barton
and Siebeck, 1994) or research agreements (Reid et
al., 1993) — will likely become the primary means

to (1) authorise access to genetic resources, (2) con-
trol subsequent use and (3) establish the return of
benefits from their subsequent use.

Access agreements could be negotiated for access to
in-situ and ex-situ genetic resources. In fact, they
could be simply appended to other permits or au-
thorisations related to obtaining biological resources
or to their subsequent use. A good example are per-
mits required for research, collecting or export.

The Convention on Biological Diversity uses the
phrase "mutually agreed terms" exclusively in rela-
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tion to the States and regional economic integration
organisations party to it. This, in combination with
the call in other Convention articles for benefit-shar-
ing with the Contracting Parties providing genetic
resources, makes it easy to overlook the fact that
access agreements could be negotiated with provid-
ers other than the State, such as communities, indi-
viduals and private institutions (see sections 2.3 and
3.4.2.2.1). The subtle ambiguity created by the Con-
vention may require clarification where all genetic
resources are not owned by the State itself (Glowka,
1997).

In almost all cases, the State is sovereign over the
genetic resources in areas within its jurisdiction, even
though it will not always be the owner. Where it is
the owner the State could enter into an access agree-
ment for genetic resources in areas within its juris-
diction.

The sovereign rights of a State over genetic resources
in areas within its jurisdiction also allows it to sub-
ject to review private or communal agreements grant-
ing access to genetic resources which are not owned
by the State. Furthermore, it implies that the govern-
ment could then reach mutually agreed terms with
the potential user in addition to any private or com-
munal conditions negotiated. This could be reflected
in a separate agreement between the State and the
potential user, or in a tripartite agreement between
the private or communal provider, the potential user
and the State.

The situation may be complicated especially in fed-
eralised or regionalised States with potentially con-
flicting jurisdictional competencies over genetic re-
sources, or where there are conflicting public, pri-
vate or communal property regimes over biological
resources (see section 3.2.1.1).

2.1.4 Access Subject to Prior Informed Consent (article 15(5))

According to article 15(5), access to genetic resources
is also subject to the prior informed consent (PIC) of
the Party providing the genetic resources. This means
that prior to a potential user gaining access to ge-
netic resources under the jurisdiction of the State, it
must obtain the consent of the government based on
information provided by the potential user, such as
how the genetic resources will be used subsequently
(Glowka et al., 1994).

In effect, reaching mutually agreed terms could be
part of a larger access determination process
(Glowka, 1997) (see section 3.4 and figure 2). The
process could be overseen by a designated compe-
tent authority and would lead the authority to make
an access determination — a decision to grant or
deny access to the genetic resources within its com-
petency.

When determining its approach to implementing ar-
ticle 15(5), a Party providing genetic resources may
want to take into consideration four things. First, and
most importantly, the Convention on Biological Di-
versity establishes PIC as the norm "unless a Party
provides otherwise" (see article 15(5)). However, it
is important to consider that achieving benefit-shar-
ing will be difficult without the adaptation of exist-
ing laws and administrative procedures, or the crea-
tion of new laws and administrative procedures,
which regulate access to genetic resources, the source
of genetic material.

Many States may already have in place legislation
which subjects legal or natural persons to a regula-
tory procedure to obtain a permit to collect, under-
take research on or export biological resources. A

major consideration is whether this legislation, and
the institutions which implement it, is sufficient to
control access to genetic resources and to ensure
subsequent benefit-sharing via an access agreement.

Second, all uses of biological resources can poten-
tially lead to gaining access to genetic material. How-
ever, it will not be possible to subject all uses of bio-
logical resources to the PIC process. Therefore, dis-
cretion must be exercised to determine to which
materials, suppliers and uses the PIC procedure will
apply (see section 3.2). For example, a distinction
could be made between in-situ and ex-situ genetic
resources, public and private or communal suppliers
or commercial or non-commercial uses.

Third, it is not enough to simply regulate access.
While it may seem self-evident, this is not the pur-
pose of article 15. In fact, the Convention does not
require restrictions on the use of genetic resources
per se. Instead, it merely affirms that a government
has authority to determine access.

To take full advantage of article 15(5), a Party pro-
viding genetic resources must link regulating access
to benefit-sharing. An access agreement will ensure
this link but the direct and indirect benefits sought
from the potential user need to be identified. The
benefits sought might be part of a larger plan for
benefit-sharing developed during a planning proc-
ess (see section 2.4.1).

Fourth, simplicity of process will be critical to suc-
cessfully linking access to benefit-sharing. This is
not only implicit in article 15(2) (facilitate access to
genetic resources), but it may make good business
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sense as well. Except perhaps in the case of valuable
endemic species, potential users will almost always
be able to find other sources (though not necessarily
of the same quality). Future benefits could be out-
weighed easily by heavy transaction costs created
by an inefficient bureaucratic procedure.

In addition, many States which could supply genetic
resources potentially have limited capacity to create
new regulatory processes. Therefore, it will be im-
portant for them to consider how to ensure benefit-
sharing by the most cost effective and efficient means
possible.

2.1.5 Legislative, Administrative or Policy Measures to Share Benefits (article
15(7))

Article 15(7) may be the most overlooked provision
in the Convention on Biological Diversity and all
Contracting Parties will need to consider carefully
its implementation. Each Contracting Party is to take
legislative, administrative or policy measures which
aim to achieve fair and equitable benefit-sharing, sub-
ject to mutually agreed terms, with the Parties pro-
viding genetic resources.

Article 15(7) is interesting because its implementa-
tion raises important policy and practical considera-
tions for developed and developing country Parties
with regard to their responsibilities to support the
implementation of the Convention's access and ben-
efit-sharing provisions in other Parties. There has
been little discussion within, and no decision by, the
Conference of Parties to the Convention on this is-
sue.

This particular issue is important to address because,
overall, the access debate has been defined prima-
rily in North-South terms: genetic resources origi-
nating in the South benefit the North with little di-
rect benefit returning to the South. The Convention
on Biological Diversity demonstrates the commit-
ment of the international community to remedy this
inequity.

In some cases, however, southern genetic resources
have benefitted the south. Northern genetic resources
have benefitted the north. In addition, northern ge-
netic resources have benefitted the south. In these
instances, who should benefit and how is far from
clear. This is the case for plant genetic resources for
food and agriculture (PGRFA) used in plant breed-
ing. The issues surrounding benefit-sharing for
PGRFA are being addressed multilaterally by the
FAO Commission on Genetic Resources via the re-
negotiations of the International Undertaking on Plant
Genetic Resources (see box 1) primarily because of
the interdependency of the world on a handful of
major food crops.

A strict reading of the text indicates that as a "user"
of genetic resources, a Party is obliged by article
15(7) to take action aimed at fair and equitable ben-
efit-sharing. Furthermore, in order to give full effect
to PIC and to ensure benefit-sharing, sole action by
the Party from which genetic resources are provided

— the primary focus of article 15 and upon which
the primary burden of implementation falls — will
probably not be sufficient (Hendrickx et al., 1993).

This is due to the relative ease with which genetic
resources can be obtained illicitly, exchanged and
used, particularly for environmental samples taken
to obtain microbial genetic resources. High transac-
tion costs for States from which genetic resources
are provided may result as they try to enforce prior
informed consent and mutually agreed terms and
ensure benefit-sharing. In many cases these coun-
tries simply will not have the capacity to do this.

Therefore, measures in both Parties from which ge-
netic resources are provided and Parties within which
genetic resources are used will be necessary. In fact,
as any Party can be both a provider and user of ge-
netic resources, measures taken to give effect to arti-
cle 15(7) should best address both situations and
apply to nationals and non-nationals alike (Glowka
et al, 1994).

The important point is that for the benefit-sharing
provisions of the Convention to work properly, ac-
tions tailored to support States from which genetic
resources are provided, and consequently the ulti-
mate providers of genetic resources such as indig-
enous and local communities, will be required. In
other words, what is needed is more equitable bur-
cfeft-sharing between Parties from which genetic re-
sources are provided and those within which they
are used (Glowka, 1997). This would promote an
atmosphere of good will, reciprocity and equity be-
tween the key providers and users of genetic re-
sources.

A first step might be to develop a combination of
policy, legal and economic actions targeted at com-
mercial and non-commercial users of genetic re-
sources. This will catalyse the process of crystallis-
ing the new global ethic represented by the access
and benefit-sharing provisions of the Convention and
more clearly define the responsibilities of non-com-
mercial and commercial users of genetic resources.

The success of article 15 will very much depend on
the professionalism of scientists, collectors, ex-situ
conservation facilities and industry to ensure that
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their work lives up to the spirit of the Convention,
even if genetic resources originate from one of the
States which has not yet ratified the Convention
(Glowka, 1996). Consequently, in the policy area,
for example, education and awareness campaigns
could be established by States with commercial and
non-commercial user communities to foster among
them a better understanding of the need to seek prior
informed consent and negotiate mutually agreed
terms.

Dialogues between private sector genetic resource
users and stakeholders from provider States could
be a useful means of undertaking education and
awareness. Dialogues have already taken place in the
European Union (ERM, 1996), Germany (BMU,
1996) and Spain (EC and BMU, 1998). Well con-
ceived and facilitated dialogues could establish a
clearer understanding of the needs of commercial
and non-commercial users of genetic resources and
the providers of genetic resources, while building
good will and lowering uncertainty. Such dialogues
could provide the basis for subsequent elaboration
of professional or industrial best practices or codes
of conduct. These would not only heighten aware-
ness among users of genetic resources, but would
create a standard against which the conduct of users
could be judged.

Professional or industrial best practices might one
day provide the basis for end-users to voluntarily
police themselves, and their suppliers, thereby avoid-
ing "biopiracy", in other words, the removal and sub-
sequent use of genetic resources without prior in-
formed consent and mutually agreed terms. For ex-
ample, a multinational company might require a lo-
cal supplier, or an intermediary such as a botanic
garden, to demonstrate that the genetic resources to
be supplied have been acquired with the prior in-
formed consent of the State from which the genetic
resources are provided. States with commercial and
non-commercial users of genetic resources could
provide economic or other incentives to encourage
the appropriate behaviour of the user community
operating within their jurisdiction.

To make voluntary measures feasible, States from
which genetic resources are provided must do their
part by making it easy for those seeking access to
navigate any regulatory process in force especially
by making it clear from whom they must seek and
obtain prior informed consent (see sections 3.3 and
3.4.2.2.1). It is especially important that the legal
status of genetic resources within the country is also
clear (see section 3.2.1.1). To support this States with
commercial and non-commercial user communities
could cooperate with provider States by providing
financial and other resources for enabling activities
in the areas of planning, legislation and institutions.

But while it may tempting for States with com-
mercial and non-commercial users to rely solely
on voluntary measures to ensure PIC and MATs,
because there is typically a hesitancy to regulate the
private sector, legislation will always be required to
fill-in gaps and provide a margin of safety when us-
ers stray.

On the legal front, States with commercial and non-
commercial users of genetic resource could require
them to develop a policy on the acquisition of ge-
netic resources and subsequent benefit-sharing. Leg-
islation could provide indicative criteria for devel-
oping a policy. These could draw on international
best practice. Economic incentives could be provided
to support this.

Measures on subsequent use could be contemplated
which ensure prior informed consent. For example,
genetic resource users might be required by legisla-
tion to maintain registers of sources from which ge-
netic resources were obtained and which were used
subsequently (Hendrickx et al., 1993). Ex-situ con-
servation facilities could be required to establish that
genetic resources accepted for deposit have been
obtained with the prior informed consent of the State
providing them (Glowka, 1996).

Other legal measures might require potential users
of genetic resources operating within the jurisdic-
tion of a State, whether they are legal or natural per-
sons, to obtain prior informed consent prior to ac-
quiring genetic resources. Penalties and remedies for
importation and subsequent use without prior in-
formed consent could be provided.

More complicated measures might include legal re-
quirements for importers to demonstrate export has
been pursuant to the prior informed consent of the
exporting State. Import controls could coincide with
existing customs and biosecurity controls (such as
quarantine regulations for plants and animals). Bi-
lateral or multilateral agreements could be negoti-
ated between States to establish the basis for coop-
eration in this area. For example, within the OECD
Germany proposed in 1996 the negotiation of a code
of conduct on the illegal transfer and use of genetic
resources without prior informed consent (von
Websky, 1998). The proposal was subsequently re-
jected however.

The existence of prior informed consent could also
be established through application processes to grant
intellectual property rights (IPRs) or product approval
and licensing. Ideally, an application would not be
accepted, or an approval would not be granted, until
prior informed consent and mutually agreed terms
had been confirmed. There would be at least three
practical effects from this.

11



Designing Legal Frameworks to Determine Access to Genetic Resources

First, the origin of the genetic resources upon which
the intellectual property or product is based could
be established, something which current IPR sys-
tems or licensing systems do not require presently.
Evidence of PIC could be supported ultimately
through an international certificate of origin system
(Tobin, 1997c). Second, an incentive would be cre-
ated for genetic resource users to comply with the
spirit of the Convention on Biological Diversity and
the letter of existing access laws. Third, the need for
overly burdensome regulatory regimes in States from
which genetic resources are provided could be elimi-
nated, consequently access to genetic resources
would be facilitated.

States which provide genetic resources, and which
are reviewing their IPR regimes for compliance with
the rules of the World Trade Organisation under the
Agreement on Trade-related Aspects of Intellectual
Property Rights, could catalyse action by the inter-
national community on the issue by modifying their
IPR application procedures to support the Conven-
tion's implementation.

Finally, the effectiveness of all of these proposed
measures would depend on the States from which
genetic resources are provided, or the legal and natu-
ral persons within their jurisdiction, having access
to the court system of the State in which the genetic
resources are used.

2.2 Benefit-sharing (articles 15(6), 15(7), 16 and 19(1) and (2))

The ability to ensure benefit-sharing is the primary
advantage which accrues from controlling access to
genetic resources. In fact, the primary rationale for
article 15 is to create the broad international legal
and policy framework for benefit-sharing to take
place between the Parties of the Convention.

Access and subsequent use of genetic resources pro-
vide indirect and direct benefits. An example of the
former include the benefits individuals, communi-
ties and nations receive from the use of their genetic
resources, such as those from enhanced food secu-
rity created by the sharing of plant genetic resources
for food and agriculture. More direct benefits include
those provided by targeted technology transfer in
joint ventures or renumeration (cash or in-kind) from
the commercial development of a particular end-
product developed from the genetic resources pro-
vided. Indirect and direct benefits can be character-
ised as short-term (or up-front), medium-term and
long-term (King et al., 1996).

The extent to which indirect and direct benefits can
be generated, captured and allocated may be related
to (1) the nature of the resources at issue, (2) the end
use (3) the particular mechanism employed to guar-
antee benefit-sharing and (4) the transaction costs
involved.

The Convention lists some examples of benefits
which could be shared. For example, article 15(6)
provides for participation in scientific research. Ar-
ticle 15(7) provides for sharing fairly and equitably
research and development results and commercial
and other benefits derived from genetic resource use.
Access to and transfer of technology making use of
genetic resources is provided for in article 16(3).
Article 19(1) provides for participation in biotechno-
logical research activities based on genetic resources.
Article 19(2) provides for priority access to results
and benefits arising from biotechnological use of any

genetic resources provided.

Unfortunately, none of the benefit-sharing provisions
of the Convention require actual benefit-sharing. This
probably reflects the political reality that most ben-
efits contemplated for sharing will be generated by
the private sector, even though public or governmen-
tal actors may also use genetic resources. While the
benefit-sharing provisions of the Convention apply
only between its Parties (States and REIOs), Parties
will need to organise their approach to benefit-shar-
ing for genetic resources in conjunction with the pri-
vate sector. This is made clear by article 16(4).

Article 16(4) requires each Contracting Party to ap-
ply appropriate legislative, administrative or policy
measures whose aim is for the private sector to fa-
cilitate "access to, joint development and transfer of
technology...for the benefit of both governmental
institutions and the private sector of developing coun-
tries". The paragraph refers back to article 16(3)
which deals with access to and transfer of technolo-
gies making use of genetic resources provided by a
Party. The "private sector" is not defined. In general,
access is to be on mutually agreed terms (article
16(3)). Terms for technologies subject to intellec-
tual property rights (IPRs) protection are to recog-
nise and be consistent with the adequate and effec-
tive protection of IPRs (see box 2).

In all cases benefit-sharing is to be on mutually
agreed terms. This implies case by case negotiation
typically between a provider and potential user (or
an intermediary). Depending on the circumstances
the parties negotiating the agreement could be a gov-
ernment, a community, an individual or industrial
user. Where foreign users of genetic resources are
involved, bilateral or multilateral cooperation agree-
ments between the States at issue could provide a
framework of principles within which negotiations
could take place for benefit-sharing.
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Box 2. Intellectual Property Rights Relevant to Technology Transfer

Intellectual property rights (IPRs) are private legal rights which apply to the intangible human contribution that
goes into producing a particular technology. Legislation and case-law create the legal right and define its scope.
In its most basic form, an intellectual property right allows its holder to control others' commercial use of the
intellectual information embodied in the technology during the life of the IPR. In effect, the holder has a legal
monopoly over the commercial exploitation of the intellectual property for a specified period of time and, there-
fore, the technology which embodies it. As a result, potential users must seek the holder's permission before
commercially using the intellectual property. Permission is typically granted, and technology transfer effected,
pursuant to a licensing agreement.

There are many forms of intellectual property rights which are relevant to the Convention. Copyrights, for exam-
ple, are extended to scientific publications, computer software and databases. This box focuses on three which
are particularly relevant to technology transfer pursuant to the Convention: patents, trade secrets and plant breed-
ers' rights. The scope of the holder's right varies with each.

Patents

Patents can be granted for any process, machine or composition of nature which is novel, useful and embodies an
inventive or non-obvious step. An inventor is given a private monopoly of fixed duration to restrict others from
making, using or selling the invention. In exchange for the patent, the patent's subject matter must be published.

The international treatment of patents has been through the Paris Convention for the Protection of Industrial
Property which is administered by the World Intellectual Property Organisation (WIPO). The Paris Convention
does not create an internationally enforceable patent right. Rather, patent protection remains a phenomenon of
national legislation and case law. Therefore, the extent of patent protection varies by State. For example, as
matters of public policy many States do not allow living organisms to be patented. The United States first con-
firmed the extension of utility patent protection to living organisms in 1980. In so doing, it initiated a debate in
other OECD countries as to whether they should offer similar protection. In addition to the moral questions
which extend to the patenting of life-forms is the issue of restricted access to modified genetic material which has
been patented.

The term, scope and enforcement of international patent protection was discussed in the negotiations which led
to an Agreement on Trade-related Aspects of Intellectual Property Rights (TRIPs) as part of the Uruguay Round
of the General Agreement on Tariffs and Trade (GATT). The TRIPs Agreement stipulates that the term of patent
protection in GATT member States shall be no less than twenty years from the filing date of the patent application
(article 33). In a separate part which applies to all forms of intellectual property covered by the agreement,
general enforcement obligations (article 41), civil and administrative procedures and remedies (articles 42-49),
provisional measures (article 50), special requirements related to border measures (articles 51-60) and criminal
procedures (article 61) are also specified.

Trade Secrets

Trade secrets are used to protect subject matter which is either unpatentable because it does do not fit the criteria
for a patent or because the holder does not want to publicly publish the subject matter for fear that a commercial
competitor will use the information to the holder's disadvantage. Once information is publicly disclosed, the
holder can no longer claim the information secret and the ability to control others' use could be lost. For example,
the ability to subsequently apply for and be granted a patent may be affected by the public disclosure of the
information.

Trade secrets can be applied to a wide range of information. For example, scientific information or a traditional
healer's knowledge could be protected (see box 6). Biological materials subject to material transfer agreements
can also be protected through trade secret law. In general, trade secret protection is only against acquisition,
disclosure or use of information or materials in a manner contrary to honest commercial practices. Unlike a
patent, trade secret protection does not prevent others from developing and using the same information by other
independent means, for example by reverse engineering. Their existence and enforcement vary from State to
State. In some States, the unauthorised disclosure and subsequent use of trade secrets is linked to unfair compe-
tition laws.

continued on the next page
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continued from the preceding page

Trade secret protection as a means against unfair competition is recognised at the international level in article
l0bis of the Paris Convention. The TRIPs Agreement (article 39) requires member States to protect trade secrets
(known in the agreement as "undisclosed information") as well.

Plant Breeders' Rights

Plant breeders' rights (PBRs) are recognised internationally through the 1961 International Convention for the
Protection of New Varieties of Plants as amended in 1978 and 1991 (UPOV). Member States are expected to
grant and protect breeders' rights at the national level for plant varieties which are new, distinct, uniform and
stable (article 6(1)). In contrast to the 1978 text, the amendments adopted in 1991, expand the scope of the
breeder's right in two instances.

In the first instance, the original minimum scope of the PBR gave the breeder the right to exclude others from
commercially marketing or selling the protected variety's propagating material (seed, for example) (article 5(1)).
This had the effect of implicitly creating a "farmer's privilege". The privilege allowed a farmer who buys the
protected variety's seed to save the seeds from the resulting crop for subsequent use the following year without
paying additional royalties to the plant breeder. The 1991 text extends the PBR to all production — commercial
or otherwise — theoretically eliminating the farmers' privilege (article 14(1)). The 1991 text, however, allows
UPOV members in their national legislation to limit the scope of the PBR and, therefore, recognise a farmer's
privilege after all (article 15(2)).

In the second instance, the 1991 text, as does the 1978 text, recognises a breeder's or research exception (article
15(l)(iii)). Within the research exception, the protected variety can be used by other breeders as the basis for
creating new, protectable varieties without prior authorisation. Therefore, unlike patenting genetic material, the
PBR does not limit others' access to the plant variety's genetic material to create new plant varieties. Conse-
quently, the UPOV Convention helps ensure unrestricted access to modified genetic material.

The scope of the research exception, however, has been limited in the 1991 text by the introduction of a new
concept: essential derivation. Under the 1991 text, the exploitation of new varieties developed from a protected
variety is subject to the original breeder's right when the new variety is very closely related to the protected
variety and, therefore, contains virtually all of the protected variety's genes (article 14(5)).

The concept of essentially derived varieties was created to close a loophole in the breeders' right which is likely
to widen with the use of genetic engineering in plant breeding, and to improve the breeders' position in relation
to the owner of a patent on a product or process for transformation of plants. It was felt improper that the breeder
of a variety, on the one hand, should be deprived of fair renumeration for his efforts by another person who would
add but one useful characteristic to the variety and exploit the resulting new variety, while the patent owner has,
on the other hand, a right to exclude the breeder (or any other person) from using the patented product or process.
The new concept will enable the breeder to exclude the patent owner (or any other person) from exploiting the
transformed variety, if it falls within the narrow limits of essential derivation. Authorisation to use or exploit will
be given through licenses, with payment of a royalty being a likely term of the license.

By whatever means, the end result should be an ar-
rangement, manifested in an access agreement, which
is fair and equitable. What is fair and equitable will
change with the circumstances. But it could be meas-
ured by the relative contributions to the partnership
of each party to the agreement based on the genetic
resources provided, any associated knowledge or
information, investment capital or labour.

The terms of benefit-sharing are likely to be differ-
ent in each case. In some cases it may not be possi-
ble to determine at the time of the access agreement

negotiation either the genetic resources involved,
since they have yet to be collected, or the types of
subsequent use contemplated, since end-products
have yet to be determined. A final user, whether com-
mercial or non-commercial, may not yet be evident.
Even with this uncertainty effective benefit-sharing
can be ensured and provided for in the access agree-
ment.

For example, technology transfer can be sought with-
out knowing how genetic resources will be used. This
could take the form of research participation and
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sharing research results or hard technology transfer.
The providing State could be acknowledged in pub-
lications and local scientists could be co-authors.

Advanced payment or per sample fees could also be
established. Minimum royalties as a percentage of
sales of a future end-product could be provided for,
while keeping in mind that the probability of receiv-
ing direct financial benefits is very small for plant
genetic resources for food and agricultural used in
traditional plant breeding and relatively low for other
uses of genetic resources.

Future unforeseen end-products, applications or other
contingencies could be provided for an access agree-
ment. For example, it is standard practice in industry
to transfer biological and genetic materials for research

purposes pursuant to a material transfer agreement. This
is typically on the condition that prior to commerciali-
sation the user is to return to the provider to negotiate,
in good faith, a benefit-sharing arrangement with the
latter. Reporting requirements could be incorporated
into an access agreement to track subsequent use. Third
party transfers could be controlled in the same manner,
perhaps by being subject to PIC. Finally, the access
agreement could include a clause whereby the user of
genetic resources is required to recognise or list sites
or countries of origin when applying for intellectual
property protection.

In summary, the access agreement should at mini-
mum aim to establish and protect the commercial
and non-commercial interests of those who are enti-
tled to provide genetic resources.

2.3 Indigenous and Local Communities (articles 8(j) and 10(c))

The access provisions of the Convention, and its more
detailed provisions on benefit-sharing, are directed
to the Parties providing genetic resources. Depend-
ing on the legal system of the State, and from where
genetic resources are to be acquired, providers other
than the State, such as indigenous and local commu-
nities, may be entitled to claim a fair and equitable
share of benefits derived from genetic resources.
Some of the same principles outlined in article 15
— such as prior informed consent and reaching mu-
tually agreed terms — could be applied to facilitate
this, although this is not required explicitly by the
Convention.

In many parts of the world, indigenous and local
communities are the grass-roots stewards of genetic
diversity. They actively conserve, manage and use
wild genetic resources. They may have also devel-
oped over many generations new plant varieties, ani-
mal breeds and strains of micro-organisms through
informal, but scientifically valid and economically
valuable, techniques.

Innovative human-manipulated genetic resources, as
well as a rich library of innovative knowledge and
practices related directly to the use of biological re-
sources, have been valuable especially in modern ag-
riculture, industry and medicine. Few direct benefits
have gone back to the communities in exchange
(Posey, 1996a).

Article 8(j) requires, inter alia, Contracting Parties
to:

• respect, preserve and maintain the knowledge,
innovations and practices of indigenous and
local communities embodying traditional
lifestyles;

• promote their wider application with the
approval and involvement of their holders; and

• encourage equitable sharing of benefits deriv-
ed from their use.

The provisions of article 8(j) are directed to the indi-
vidual home State of indigenous and local commu-
nities referenced (Wolfram and Stoll, 1996). Their
implementation is subject expressly to national leg-
islation. This qualification was introduced to preserve
the legal relationships some States had established
with indigenous peoples prior to the completion of
the Convention (Chandler, 1993). The qualification
may mean that the provisions of article 8(j) will not
be self-executing in some States. Therefore, new or
existing legislation must be implemented or relied
upon to bring the provisions of article 8(j) into ef-
fect.

Indeed, depending on the circumstances, some of
the options to implement article 8(j) may need to be
implemented in conjunction with policies or legis-
lation which provide individuals and communities
— whether indigenous or local — certain rights un-
der the law. Among others, these could be associ-
ated with ownership of genetic and biological re-
sources, rights of use, land and sea tenure, intellec-
tual property, cultural identity, legal recognition, le-
gal personality and the right to associate. The ex-
plicit guarantee of these rights will help individuals
and communities maintain their knowledge, inno-
vations and practices, clarify rights over access and
benefit-sharing and help ensure that those who profit
from using their knowledge and innovations share
equitably and fairly the benefits from that use. Be-
cause the scope of article 8(j) is greater than article
15 which focuses only on genetic resources, sepa-
rate comprehensive legislation guaranteeing these
rights should be the starting point for any future ac-
cess and benefit-sharing legislation to address the
knowledge, innovations and practices associated with
genetic resources.
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Even though its language is perhaps not as strong as
many activists would have liked, especially because
of the proviso regarding national legislation, article
8(j) signals an important acknowledgement by the
international community that the knowledge, inno-
vations and practices of indigenous and local com-
munities are valuable, especially to "modern" soci-
ety. And, as holders of knowledge, innovations and
practices, indigenous and local communities have a
right of consent prior to their wider application and
are entitled to share equitably and fairly in the ben-
efits derived from their use by others.

The challenge will be for Parties to develop appro-
priate policies and legislation to ensure consent and
encourage benefit-sharing for genetic resources and
associated knowledge, innovations and practices,
while minimising the tendency to simply see these
as just another resource to appropriate easily (see
section 3.2.5.1.2 and box 6).

Work being currently undertaken at the global level
can guide the process of implementing article 8(j) as
it relates to genetic resources and associated knowl-
edge, innovations and practices of indigenous and
local communities. Relevant fora include the Con-
ference of Parties to the Convention on Biological
Diversity, the United Nations Working Group on In-
digenous Populations, the intergovernmental proc-
ess initiated by the United Nations Commission on
Human Rights mandated to consider the Draft United
Nations Declaration on the Rights of Indigenous
Peoples (see box 3) and the on-going renegotiations
of the International Undertaking on Plant Genetic
Resources, where the concept of Farmers' Rights is
being addressed (see box 1). Human rights processes
and instruments may also may also be useful sources
of guidance.

In addition, work focusing on indigenous communi-
ties should draw on the aspirations of indigenous peo-
ples themselves. A number of declarative statements
made by indigenous people before and after the en-
try into force of the Convention on Biological Di-
versity have been reviewed. The main rights de-
manded by indigenous peoples with regard to ge-
netic resources and associated knowledge include
those related to self-determination or control, terri-
tory, prior informed consent, cultural rights and the
recognition or renegotiation of existing treaties with
States (Posey, 1996a).

Access policies and legislation can empower indig-
enous and local communities by giving them greater
control over genetic resources located in areas that
they inhabit or use and associated knowledge, inno-
vations and practices. But policy-makers should keep
in mind that imprecise and insensitive drafting and
implementation could provide the basis for further
disempowerment by, for example, affecting adversely
the customary use and exchange of genetic resources
within and between communities. Indigenous and
local communities have customarily used and ex-
changed genetic resources for a variety of economic,
cultural and religious purposes, and they still do.

Article 10(c) requires Parties to protect and encour-
age traditional cultural practices involving custom-
ary use of biological resources (provided they are
compatible with conservation and sustainable use
requirements). This provision is a natural corollary
to article 8(j). It requires Parties to consider custom-
ary use as they develop their future policies and leg-
islation on access to genetic resources. For example,
measures taken to control access to genetic resources
to ensure benefit-sharing should not impede custom-
ary use and exchange of genetic resources.

Box 3. Fundamental Principles for Indigenous and Local Community Control
Over Genetic Resources and Associated Knowledge

In many instances, indigenous and local communities may be the ultimate providers of wild or domesticated
genetic resources because the genetic resources sought are located in in-situ or ex-situ conditions within the areas
that they inhabit or use. These communities may also be the ultimate providers of knowledge associated with a
particular genetic or biological resource which is targeted for collection.

Article 8(j) of the Convention on Biological Diversity (see section 2.3) does not distinguish between indigenous
and local communities. Posey (1996b) notes however that indigenous and local communities are distinguishable
from each other and have different political needs and aspirations: "Indigenous peoples want separate political
and ethnic identities from the state within which they live. Traditional societies, local communities and farmers
do not seek these rights." Nevertheless, Posey points out that indigenous and local communities share some
characteristics in common as well. For example, genetic resources and associated knowledge are not privately
owned, but are typically shared within the communities.

continued on the next page
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continued from the preceding page

Indigenous and local communities also have common concerns with regard to genetic resources and associated
knowledge. For example, based on the principles of prior informed consent and equitable benefit-sharing they
seek:

• the right to control the physical access of outsiders to the land and sea areas that they inhabit or use and where
genetic resources are located; and

• the right to control access to and subsequent use of genetic resources and associated knowledge.

Existing international legal instruments provide an important source of fundamental principles upon which legal
frameworks can be premised. The instruments from the United Nations Conference on Environment and Devel-
opment, such as the Convention on Biological Diversity, Agenda 21 and the Forest Principles, provide few refer-
ences to local control over biological or genetic resources and associated knowledge. They reaffirm State sover-
eignty over natural resources (Shelton, 1995; Posey, 1996a). International human rights instruments, however,
can provide a supplemental "bridge" by supplying fundamental principles for legislation (Shelton, 1995).

For example, the right of peoples to freely dispose of their natural wealth and resources, found in the 1966
International Covenant on Economic, Social and Cultural Rights (article 1)) and the 1966 International Covenant
on Civil and Political Rights (article 1 (2)) is fundamental to the ability to control access to genetic resources. This
right can be interpreted as a basis for establishing a right of prior informed consent. Furthermore, the right of
peoples to freely dispose of their natural wealth and resources is especially important for the indigenous peoples
because this right derives from the broader right of self-determination, a "cornerstone" right indigenous peoples
are trying to achieve worldwide (Posey, 1996b).

For the knowledge associated with genetic resources, the most important basic human right may be the right to
recognition of interests in scientific production found in the 1948 Universal Declaration on Human Rights (arti-
cle 27(2)) and the 1966 International Covenant on Economic, Social and Cultural Rights (article 15). This right
could encompass protection of and control over individual and communal scientific achievement or intellectual
property (Shelton, 1995).

Rights over genetic resources and associated knowledge also need to be supported by other rights for indigenous
and local communities including those related to culture, legal recognition, legal personality, the ability to asso-
ciate and contract, legal standing and the right to information and participation in decision-making.

From international environmental and human rights law, including International Labour Organisation Conven-
tion 169 Concerning Indigenous and Tribal Peoples in Independent Countries (1989), a "bundle of integrated
rights" related to both genetic resources and associated knowledge have been delineated within a United Nations
forum in collaboration with indigenous peoples. This bundle of rights has been drawn together and reflected in
the Draft United Nations Declaration on the Rights of Indigenous Peoples (1993).

The draft Declaration was developed within the Working Group on Indigenous Populations of the UN Sub-
Commission on Prevention of Discrimination of Minorities. It was submitted to an open-ended inter-sessional
working group of the UN Commission on Human Rights for negotiation by member States of the United Nations.
It was created by indigenous peoples within a United Nations forum for governments ultimately to adopt and
implement. The Draft Declaration exemplifies an integrated approach to the rights and aspirations of indigenous
peoples.

Among other things, the Draft Declaration recognises that the rights of indigenous peoples must also extend to
ownership and control over genetic resources and associated knowledge. For example, article 26 confirms that
"Indigenous peoples have the right to own, develop, control and use the land and territories, including the total
environment of the lands, air, waters, coastal seas, sea-ice, flora and fauna and other resources which they have
traditionally owned or otherwise occupied or used." In addition, article 29 states "Indigenous peoples are entitled
to the recognition of the full ownership, control and protection of their cultural and intellectual property ... They

continued on the next page
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have the right to special measures to control, develop and protect their sciences, technologies and cultural mani-
festations, including human and other genetic resources, seeds, medicines, knowledge of the properties of fauna
and flora, oral traditions, literatures, designs and visual and performing arts."

The principles the draft Declaration embodies, as well as those in a subsequent document adopted by the Work-
ing Group which provides principles and guidelines for the protection of the heritage of indigenous peoples (UN
Sub-Commission on Prevention of Discrimination and Protection of Minorities, 1994), could provide the basis
for legislation even before the Draft Declaration is adopted by States.

2.4 Other Relevant Convention Articles

Articles 6, 7, 8, 9, 11, 13 and 14 of the Convention
on Biological Diversity provide the basis for a com-
prehensive approach to genetic resource access and
benefit-sharing. The policies and goals reflected in

these provisions should be considered in any com-
prehensive approach to ensuring benefits from ac-
cess to genetic resources.

2.4.1 National Biodiversity Strategies, Plans or Programmes (article 6)

Article 6 relates to national biodiversity planning (Miller
and Lanou, 1995). Parties are required to develop na-
tional strategies, plans or programmes to conserve and
use sustainably biological diversity or adapt existing
ones for this use (article 6(a)). The conservation and
sustainable use of biological diversity is also to be in-
tegrated into relevant sectoral and cross-sectoral plans,
programmes and policies (article 6(b)).

Whether through a comprehensive treatment of all
aspects of the conservation of biodiversity and the
sustainable use of its components, or through a more
focused sectoral plan, a planning process will help
to organise and implement an approach to genetic
resource access and benefit-sharing (Glowka, 1995).
Initiating a planning process on access and benefit-
sharing issues could lead to appropriate comprehen-
sive policies and legislation in these areas.

A salient point that should not be overlooked is that
the process is just as important as the access and
benefit-sharing plan that results. It will be critical to
the effective implementation of the plan. A critical
criterion is making the planning process highly par-
ticipatory by involving the people, institutions and
economic sectors — sometimes called stakeholders
— which will be most affected by the plan. Partici-
pation then becomes a mechanism for building the
political and social consensus needed to implement
policies and, where necessary, legislation.

Indeed, the very nature of genetic resources — in
particular their wide availability and distribution, ease
of dissemination and replication — may demand that

national policies, legislation and institutions reflect
a consensus for action among the various constitu-
encies which are knowledgable about, control or use
genetic resources. A consensus of action will be cru-
cial particularly where genetic resources are avail-
able from a number of different sources within a State
(see box 5).

The list of possible stakeholders will vary with the
country but may include:

• governmental agencies (e.g., environment,
natural resource, agriculture, technology,
health and customs agencies);

• industry (e.g., pharmaceutical, agricultural or
other biotechnology-oriented businesses);

• the scientific and academic communities;
• animal and plant breeders;
• botanic gardens, zoos and microbial culture

collections and other ex-situ conservation
facilities such as gene banks;

• indigenous and local communities or their
representative organisations;

• private land owners; and
• relevant non-governmental organisations and

concerned citizens.

Because many genetic resources may be shared, the
planning process should ensure the participation of
neighbouring communities and regions within the
country. Genetic resources may also transcend terri-
torial boundaries between States. A planning proc-
ess might even provide the basis for initiating re-
gional cooperation with other States (see box 4).
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All of these stakeholders have useful information and
perspectives to contribute. They will help shed light
on the practical realities of determining access to
genetic resources and ensuring benefit-sharing.

When stakeholders are identified, goals can be clari-
fied. Goals should be a primary output of the proc-
ess, keeping in mind that they may vary depending
on the type of genetic resource. Important issues to
consider might include:

• linking access and benefit-sharing to the
country's conservation, technological and
development goals;

• ensuring national food security;
• reviewing mechanisms to ensure genetic

resource use is linked to benefit-sharing;
• linking conservation measures to access

agreements to avoid unsustainable use of
biological resources which are targeted as
genetic resources;

• determining where benefits generated should
be directed, such as back into conservation;

• identifying where capacity building may need
to take place in terms of benefit-sharing or
administering any subsequent regulatory
programme;

• ascertaining the economic viability of various
access and benefit-sharing options;

• considering and providing for the particular
needs and aspirations of indigenous and local
communities;

• identifying and minimising the transaction
costs of access determinations and associated
benefit-sharing;

• identifying the scope of access legislation; and
• identifying public, private or communal

property issues and the legal status of genetic
resources.

It is also important to consider the supply strategy
for genetic resources. In other words, will the coun-
try be a low cost/high volume supplier of "raw" ge-
netic resources, or a value added supplier offering
not only samples, but information as well (Reid et
al., 1995)?

Mechanisms to attain the goals can be then identi-
fied. At this point, a legal and institutional profile
could be undertaken to ascertain which laws and
which institutions' portfolios intersect with, and ap-
ply to, genetic resources (Glowka, 1998). Interna-
tional obligations should also be identified. Once this
is completed new legal and institutional arrangements
can be contemplated and devised if appropriate.

In the meantime, existing law and institutions might
be used as "stop-gaps" until more specific policies,
legislation and institutions can be established. Leg-
islative stop-gaps could be combined with adminis-
trative measures, such as modifying the terms of ref-
erence of a relevant agency if need be. Stop-gap
measures are especially important to consider be-
cause the planning process and implementing com-
prehensive new measures may be time consuming
and expensive. Stop-gap measures can also be used
to regulate access, ensure benefit-sharing while es-
tablishing a planning process for more in-depth treat-
ment of the issues later.

2.4.2 Identifying and Monitoring the Components of Biological Diversity
(article 7)

A cornerstone of any strategy to provide genetic re-
sources and ensure benefit-sharing is identifying and
monitoring the components of biological diversity,
the processes which affect them and organising the
information collected as required by article 7 of the
Convention. The information collected will contrib-
ute to the overall efforts to conserve biological di-
versity and use its components sustainably. Further-
more, the ability to negotiate mutually agreed terms
prior to granting PIC might also be strengthened as
the ability to ascertain independently the potential
use or value of a particular genetic resource increases.

In the context of access to genetic resources the in-
formation generated could be used in a number of
ways. One application may involve establishing the
conservation and sustainable use parameters for col-
lecting. Parties to the Convention are to take steps
not only to identify possible threats to biological di-
versity (article 7(c)), such as collecting, but also take
steps to regulate or manage them (article 8(1)).

The Convention identifies collecting for ex-situ con-
servation purposes as an activity which could require
regulation and management if it poses a threat to
ecosystems or in-situ populations of species (article
9(d)). The information gathered could contribute to
the conservation and sustainable use of target organ-
isms collected from in-situ sources, as well as the
non-target species which may depend upon them.

Other applications for information generated by iden-
tification and monitoring activities include adding
value to genetic resources and identifying new uses
for genetic resources. By developing its capacity to
characterise the genetic resources within its juris-
diction, a State will develop a better understanding
of their potential uses. The information collected
could also contribute to processes designed to add-
value to genetic resources supplied from in-situ and
ex-situ sources. In short, information can increase
the chances that genetic resources are used. Increased
use might then actually strengthen the ability of a
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State to conserve biological diversity by providing
an additional economic incentive to support conser-
vation and sustainable use (WRI, IUCN and UNEP,
1992).

For these reasons, legislation on access to genetic
resources should either contain provisions on iden-
tification and monitoring, or support other legisla-
tion implementing the Convention which provides
for identification and monitoring (see section 3.7).

2.4.3 In-situ Conservation (article 8), Sustainable Use (article 10) and
Environmental Impact Assessment (article 14)

Access to genetic resources intersects with a number
of in-situ conservation and sustainable use issues both
for a target organism, the particular habitat in which
it resides as well as associated organisms. Underly-
ing these issues is the need to determine the environ-
mental impact of a proposed activity which would
be in keeping with the article 14 of the Convention.

There are two points in time when collecting activi-
ties may endanger the conservation status of a target
organism. The first is at the point of initial collec-
tion. The second is after researchers discover that
materials collected have interesting properties, and
need to collect more materials for further study.

Collecting for genetic material will probably not
threaten the conservation status of an organism be-
cause only small amounts of biological materials are
needed and genetic material is easily replicated. In
contrast, collecting for interesting biomolecules, such
as secondary metabolites, may present a different
situation when initial exploratory collecting yields
interesting compounds and more source material is
required. For example, intense collecting may en-
danger the conservation status of a target organism
where an interesting compound it produces is not
synthesisable or the organism itself cannot be culti-
vated or farmed. This may especially be the case for
plants (Leaman et al., 1997) or animals with me-
dicinal properties. Marine organisms are potentially
threatened because those targeted tend to be slow
growing (Paine, 1996).

The problem is potentially compounded if the target
organism is already threatened or endangered. The
trade provisions of the Convention on International
Trade in Endangered Species of Wild Flora and Fauna
(CITES) may become relevant if the materials col-
lected are for export.

Micro-organisms provide interesting additional situ-
ations to consider when considering the potential con-
servation threats collecting might present. For ex-
ample, it appears that the use of a micro-organism
may not diminish a fixed stock of that organism, es-
pecially if the micro-organism is readily culturable.
However, there may be instances where the use of a
micro-organism is unsustainable because of the im-
pact of the use on its habitat or the impact on other
mutualistic or non-mutualistic organisms it is asso-
ciated with it.

For instance, sampling in extreme or unique envi-
ronments may be an unsustainable use without pre-
cautions to minimise the introduction of alien or non-
indigenous micro-organisms (Nadis, 1997;
Castenholz, 1996; Holmes, 1996; Noble Wilford,
1996). In addition, sustainability may need to be
considered where collectors need large quantities of
a macro-organism to obtain useful quantities of a
secondary metabolite produced by a mutualistic mi-
cro-organism as is typical in many marine situations
(Paine 1996; Glowka, 1996). If the secondary
metabolite is not readily synthesisable and the mi-
cro-organism is not culturable, then harvesting the
macro-organism at unsustainable levels could
threaten both it, the micro-organism as well as the
particular ecosystem (Garson, 1996; Paine, 1996;
Anderson, 1995).

Because of the threats collecting may present, pro-
posed access legislation should be generally harmo-
nised with the legislation or regulatory provisions to
maintain the conservation status of biological re-
sources (see CBD article 8(c)). Legislation required
by article 8(k) of the Convention on Biological Di-
versity for the protection of threatened species and
populations should also be considered. Articles 8(k)
and (1) of the Convention focus on minimising im-
pacts to the target organism itself.

Measures may also need to be taken relating to the
use of biological resources to avoid or minimise ad-
verse impacts on biological diversity overall (article
10(b)). In other words, the impacts on other organ-
isms of taking the targeted material need to be con-
sidered and minimised or eliminated. This reflects
one aspect of the Convention's "ecosystem approach"
to conserving biodiversity and use sustainably its
components (Glowka et al., 1994).

Finally, access legislation may also need to be har-
monised with legislation on habitat protection includ-
ing that for protected areas. Protected areas are at-
tractive particularly for collecting because their pro-
tected status may provide collectors with a reliable
and continuous source of genetic and biochemical
resources. In some cases protected areas have an in-
frastructure which allows readily repeatable collect-
ing opportunities (Laird and Wynberg, 1997). Har-
monising access legislation with the habitat protec-
tion and protected area goals of a State will better
ensure that collecting activities will not threaten
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unique habitats or conflict with the management
objectives of a protected area.

In all three instances, environmental impact assess-
ment (article 14(a)(l)) may help identify the possi-
ble impacts of a particular collecting activity before
it occurs. Environmental impact assessment could
be used to identify situations which could lead to

over-exploitation as well as unsustainable practices.
It may be most useful to apply progressively EIA
requirements as the level or intensity of collecting
activities increases to minimise the regulatory bur-
den. The effective application of EIA will require an
application for access to genetic resources to include
such basic information as species targeted, collect-
ing and storage methods (see sections 3.4.1 and 3.8).

2.4.4 Incentive Measures (article 11)

Parties to the Convention on Biological Diversity are
to adopt economically and socially sound measures
that act as incentives for the conservation and sus-
tainable use of biological diversity. In addition to
overcoming the inequities between providers and
users of genetic resources, negotiators of the Con-
vention envisioned fair and equitable benefit-shar-
ing as an important incentive for conserving biodi-
versity and using biological resources sustainably at
the national and sub-national levels.

Access and subsequent use of genetic resources pro-
vide indirect and direct benefits (see section 2.2). To
create incentives for conservation and sustainable
use, indirect and direct benefits must be identified
and a balance must be found in their appropriation
and distribution (Reid et al., 1995).

The first steps toward delineating such a balance,
and thereby creating appropriate incentives, may
depend on initiating a planning process (see section
2.4.1) for access to genetic resources and benefit-
sharing. Among other things, the planning process
could identify areas where benefit-sharing could be
targeted to satisfy certain needs within the country.

For example, a government may want to target ben-
efit-sharing to bolster capacity in biotechnology.

Therefore research participation, training and hard
and soft technology transfer may be sought as a con-
dition of access.

Other constituencies may have their own particular
needs. For example, indigenous or local communi-
ties may have concerns and priorities different, but
no less important than, those of the government. In
other words, indigenous and local communities may
want to use their rights over genetic resources and
associated knowledge, innovations and practices to
capture benefits more relevant to their immediate
needs. These might include, for example, establish-
ing a local development fund for a new school, health
facility or the acquisition of farming aids.

The important point is that the planning process can
be used to identify the priority areas where benefits
could be directed, as well as identify and avoid po-
tential conflicts in the allocation of benefits well in
advance of the initiation of the PIC process by a po-
tential user. In both cases, access to genetic resources
will be facilitated (see section 2.1.2) because a clear
vision, premised on a set of priorities, will have al-
ready been identified. It can be articulated to the
potential user and then tailored to the particular re-
quest for access.

2.4.5 Public Education and Awareness (article 13)

It should come as no surprise that the success of the
access and benefit-sharing measures will depend on
public education and awareness. The "public" in this
case could be providers of genetic resources within
the country, as well as users both within and outside
the country.

Steps towards education and awareness start early in
the planning process when major stakeholders come
together to discuss a way forward. In addition to be-
ing a very good exercise in the building of public
awareness in its own right, the planning process
should uncover appropriate target groups and mecha-
nisms to ensure their education and awareness in this
area. Possible target groups might be governmental

administrators, industry, professional bodies, insti-
tutions such as botanic and zoologic gardens, aquaria
and other ex-situ conservation facilities and indig-
enous and local communities.

Indigenous and local communities, in particular, may
benefit from public education and awareness activi-
ties related to access to genetic resources and ben-
efit-sharing. For example, public education and
awareness through outreach programmes to educate
communities on their rights within the country with
regard to their genetic resources and knowledge and
how to negotiate benefit-sharing agreements will help
ensure a "level playing field" when access is sought
by others. Community individuals may benefit from
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"parataxonomist" training and subsequent employ-
ment to collect biological materials when undertaken
in conjunction with a long term identification and
monitoring effort or bioprospecting initiative within
their region (Reid et al., 1993).

Because many Parties may not have the financial,
technical or human resources to develop and execute
a full fledged educational programme, developing a
public education and awareness campaign in this area
may need to be linked to other important aspects of
biodiversity conservation and sustainable use. The
planning process could identify the possibilities for
this. In addition, possible partnerships with the
schools, local NGOs, local scientific institutions, such
as botanic gardens and zoos, as well as the private
sector could be identified. They could provide a cost-

effective way to achieve public education and aware-
ness goals in this area.

Education and training will also be necessary to start
the regulatory machinery in motion once appropri-
ate legislation and institutional structures are in place
and applications for access to genetic resources are
submitted. A regulatory programme cannot imple-
ment itself automatically. Therefore, the different
actors overseeing any future access determination
procedure will need to learn how to operate the pro-
cedure early on. Proper education and training will
ensure that these people know what to do when a
particular situation presents itself. This will mini-
mise delays. This is an especially important point
for applicants when they can choose any number of
other States to fulfil their genetic resource needs.
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3.0 The Content of National Access Legislation for States Providing
Genetic Resources

Worldwide there has been a significant amount of
planning and legislative activity at the regional, na-
tional and sub-national levels dealing with access to
genetic resources since the Convention on Biologi-
cal Diversity entered into force. An informal survey
indicates activities in the Andean Pact States of Bo-
livia, Colombia, Ecuador, Peru and Venezuela (both
regionally and nationally), Argentina, Australia (at
the Commonwealth level and in the states of West-
ern Australia and Queensland), Brazil (including the
state of Acre), Cameroon, Costa Rica, Eritrea, Ethio-
pia, Fiji, The Gambia, Ghana, India, Indonesia,
Kenya, Laos PDR, Lesotho, Malawi, Malaysia (in-
cluding the state of Sarawak), Mexico, Mozambique,
Nigeria, Philippines, Seychelles, South Africa, Re-
public of Korea, Tanzania, Turkey, United States of
America and Zimbabwe.

A comparative analysis of existing and draft access
legislation indicates that access provisions are be-
ing incorporated into five groups of legislation. The
first group comprises general environmental frame-
work laws. Examples include The Gambia (National
Environmental Management Act (1995)), Kenya
(Draft Environmental Management and Coordina-
tion Bill (1995)), Malawi (Environmental Manage-
ment Bill (1996)), Republic of Korea (National En-
vironmental Preservation Act (1991) as amended
(1994)) and the Uganda (National Environmental
Statute (1995)).

These tend only to be enabling in nature. As ena-
bling laws, they all merely charge a competent na-
tional authority to examine the issue in order to pro-
vide more specific guidelines or regulations some-
time in the future. The draft and final African laws
are based on a standard model developed by the
United Nations Environment Programme. They
charge a national authority to develop measures on
regulating the export of germplasm, benefit-sharing
and access fees. However, with the exception of
Malawi, they do not clearly establish the principles
that access to genetic resources shall be on mutually
agreed terms (MATs) and subject to prior informed
consent (PIC).

The second group includes framework sustainable
development, nature conservation or biodiversity
laws. These include laws in Costa Rica (Wildlife
Conservation Law (1992)), Eritrea (Second Draft
Eritrean Proclamation on the Conservation of Bio-
logical Diversity (1996)), Fiji (Draft Sustainable
Development Bill (1997)), Mexico (Environmental
Act (1996)) and Peru (Law for the Conservation and
Sustainable Use of Biodiversity (1997)). A 1993 FAO

Technical Report (TCP/SEY/2253) provided recom-
mendations and drafting instructions for possible
conservation and national parks legislation and regu-
lations in Seychelles with a component on bio-
prospecting.

Generally, the access provisions in this group tend
to be more detailed than the framework enabling en-
vironmental legislation described earlier. In all cases
they clearly establish the MAT and PIC principles.
The biodiversity laws are particularly interesting
because they are intended to comprehensively im-
plement the Convention on Biological Diversity.

A third group consists of dedicated or stand-alone
national laws or decrees on access to genetic re-
sources. This group is characterised by the most com-
prehensive pieces of access legislation surveyed. The
only finalised example identified is the Philippines
Executive Order 247 (1995) and Department of En-
vironment and Natural Resources Administrative
Order 96-20 (Implementing Rules and Regulations
on the Prospecting of Biological and Genetic Re-
sources) (1996).

A fourth group is characterised by the modification
of existing laws and/or regulations to better reflect
genetic resource access and benefit-sharing issues.
Only two examples have been identified at the na-
tional level both regarding national parks. In Nigeria,
there is a proposal to modify the National Parks Act
of 1991 (Draft National Parks Decree (1996)) to
establish prior informed consent prior to bioprospect-
ing in Nigerian national parks. In the United States
of America there is a proposal to revise Code of Fed-
eral Regulations Title 36(2.5) which deals with re-
search specimens removed from national parks.

At the sub-national level two examples have been
identified. In Western Australia legislation has been
enacted to explicitly clarify the authority of the state
government under the Wildlife Conservation Act
(1950) and the Conservation and Land Management
Act (1984) to enter into exclusive agreements for the
removal of forest produce (including soil) or flora to
promote the use of flora for therapeutic, scientific or
horticultural purposes (Part 3, Conservation and Land
Management Amendment Act (1993)). In Malaysia,
the state of Sarawak amended its Forest Ordinance
to require written approval from the Director of For-
ests prior to the removal or export of any tree part to
be taken from listed areas for producing or develop-
ing any pharmaceutical product or medicinal com-
pound (section 65A).
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The fifth group includes actions taken at the regional
level. The only existing example is Decision 391 of
the Andean Pact which creates a common regime on
access to genetic resources. The Pact Decision, which
upon its publication in July 1996 became law in all
five member states, provides a minimum set of rules
for each member state to implement. More detailed
national legislation can be implemented provided it
does not fall below the standard set by the Decision.

The approaches taken to date with existing or draft
access legislation concentrate only on excluding po-
tential users from physically accessing genetic re-
sources located within the jurisdiction of a country
without a permit or license. This is sometimes sup-
plemented with measures to control genetic resource
exports.

The creation of informational rights (such as intel-
lectual property rights) in wild or "unimproved" do-
mesticated/cultivated genetic resources has not yet
been manifested in national law and it is unlikely
unless technical problems related to describing ge-
netic resources and accurately identifying rights hold-
ers are overcome. At least for the time being, future
access legislation will likely to continue to focus on
methods of exclusion and embargo.

The final content of access legislation will depend
on many State-specific considerations. Planning
processes and the international legal obligations of
the State will influence access legislation.

Practical considerations may be the biggest factor
shaping access legislation. Careful consideration
must be given to the legal status of genetic resources,
the extent of bioprospecting activities currently in
the country, the anticipated demand for genetic re-
sources and what technical, administrative and fi-
nancial resources are or will be available to develop
and execute a regulatory regime. Other considera-

tions might include:

• past experiences as a source of genetic re-
sources;

• the perceived value of genetic resources ;
• whether genetic resources are shared with

other States;
• the parallel existence of the State's genetic

resources in ex-situ collections outside the
country; and

• the capacity to add-value to genetic resources.

A well planned approach which is simple and cost-
effective to implement, with clearly delineated rights
over genetic resources, will ensure that transaction
costs do not outweigh future benefits gained.

While every State is different, comprehensive future
access legislation will undoubtedly share many simi-
larities. For example, access legislation is likely to
have to:

• specify principles, objectives and definitions;
• identify scope of application and clarify the

legal status of genetic resources;
• establish or designate appropriate institutions

to determine and enforce access; and
• outline an access determination procedure.

Legislation may also include provisions on export
controls, sanctions and penalties, identification and
monitoring, conservation and financial issues.

Drawing on the emerging legal frameworks, some
of the legislative and institutional approaches States
have been taking since the entry into force of the
Convention on Biological Diversity will be high-
lighted. A broad set of principles and criteria from
which sub-national, national or regional legislation
could be fashioned can be delineated from State prac-
tice.

Box 4. Regional Approaches to Developing Access Legislation

A regional approach to creating access and benefit-sharing legislation for genetic resources may offer advantages
for States which share particular genetic resources within a region by providing the basis to establish minimum
principles upon which the legislation can be based. As a result, a regional approach may facilitate the creation of
legislation which is more closely harmonised than if each individual State worked in isolation.

A regional approach may be attractive because it offers several opportunities for participating States to cooperate
on genetic resource access and benefit-sharing issues. Perhaps most importantly, a regional approach could re-
duce competition between States for benefits when policies and legislation are harmonised. It may also provide
the basis for reciprocal treatment between participating States, whereby the interests of each cooperating State
are mutually supported by the group. Among other benefits, restrictions on the movement of genetic resources
between cooperating States could be reduced and a foundation for facilitating access to the nationals of cooper-
ating States could be provided.

continued on the next page
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continued from the preceding page

A regional approach may also enable participating States to develop a common regional strategy for adding value
to genetic resources supplied, including identifying and sustainably using genetic resources. Regional capacity
building needs could be identified. Research, training and technology transfer could be promoted. Regional
mechanisms, such as a common fund, could be created to ensure that all participating States benefit when genetic
resources common to one or more States are used. Finally, a common enforcement mechanism could be estab-
lished.

Regional approaches have been initiated in South-east Asia and in the Andean Region of South America.

In 1992, South-east Asian countries began meeting to discuss access and benefit-sharing issues in order to iden-
tify common concerns and goals. These discussions led to the Manila Declaration (1992), which was subse-
quently endorsed by the Bukittinggi Declaration (1992), and the Melaka Accord (1994).

In 1996, a group of scientists and legal and governmental representatives from Indonesia, Malaysia, the Philip-
pines, Thailand and Australia, met in Kuala Lumpur and developed guidelines to facilitate access to "biological
resources" and the equitable sharing of benefits within the region (UNESCO and Malaysian Natural Products
Society, 1996). In the guidelines, access to biological resources broadly includes collecting specimens from in-
situ sources, undertaking research in libraries, museums, herbaria or other research institutes and gathering
ethnobiological information.

The first three instruments establish that (1) biological resources are to be used sustainably and that (2) fair and
equitable financial returns are to be used to conserve biological diversity and to promote research and sustained
development in the region.

The guidelines are operationally-oriented. They are built around five themes — legislation, administration, li-
censing, implementation and communications. They establish principles that each country in the region is sup-
posed to consider as they develop their approaches to access and benefit-sharing:

• the development of legislative measures to facilitate responsible access to biological resources by foreigners
and nationals;

• the creation of a single, effective coordinating or administrative body to ensure that legislative measures are
implemented;

• the adoption of a national system of licenses for foreigners and nationals who plan to access biological
resources;

• the establishment of implementation measures such as efficient licensing and prior informed consent proc-
esses, as well as mechanisms to protect the rights of indigenous and local communities and ensure their
compensation; and

• the contribution to regular regional communications relating to access issues.

An annex provides guidelines for drafting an access licence. The twenty-two principles of the annex focus on
primarily procedural issues. The guidelines relate to obtaining a licence, collaboration with local scientists, the
need for an environmental impact assessment, work in protected areas, over-collecting, prohibitions on collect-
ing rare or endangered species, the content of a licence application and reporting requirements for licensees.

Interestingly only one principle addresses collecting or research with a commercial intent. It establishes the need
for "equitable partnerships" in accordance with articles 15 and 16 of the Convention on Biological Diversity. The
guidelines therefore treat collecting or research with a commercial intent merely as a subset of a range of collect-
ing and research activities involving biological resources in general. Consequently, the guidelines provide the
basis for creating holistic legal regimes to regulate the collection of and research on biological resources which
can supplement any existing biological resource-based collection, research and export legislation in a particular
country.

continued on the next page
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Box 4. Regional Approaches to Developing Access Legislation

continued from the preceding page

The Andean Pact Common Regime on Access to Genetic Resources, established by Andean Pact Decision 391, is
presently the only example of a regional regime to regulate access to genetic resources. The Andean Pact is a
regional economic and political integration organisation formed in 1969 by treaty between Bolivia, Colombia,
Ecuador, Peru and Venezuela.

Upon its entry into force for all Pact member states in July 1996, Decision 391 established a legally binding
minimum framework of rules common to all member states for regulating access to genetic resources. The
formal approval of the respective national legislatures was not required.

Common regimes also exist in the Andean Pact for industrial property (Decision 344, Common Regime on
Industrial Property) and plant breeders' rights (Decision 345, Common Regime on Plant Breeders Rights). How-
ever, unlike the others, Decision 391 was unique for the Andean Pact because its three year development process
included a participatory non-governmental phase and a governmental experts phase.

The primary political and economic justification for the Common Regime was the need to prevent unnecessary
conflicting interests among member states over generally shared, easily accessible genetic resources found widely
throughout their territories.

The Decision applies to (1) genetic resources of which member states are countries of origin, (2) derivatives
(such as biochemicals) and (3) associated "intangible components" — any knowledge related to the genetic
resources or derivatives sought. It also applies to the genetic resources of migratory species which by natural
circumstances are found within and taken from the areas of jurisdiction of a member state. Human genetic
resources and traditional exchange of genetic resources between indigenous and local communities are excluded
from the Common Regime.

The Decision confirms that genetic resources are either the patrimony of the Nation or property of the State
(article 6) depending on national legislation. It also confirms that biological resources which contain genetic
resources or derivatives that are sought can be subject to the private or collective property rights of individuals or
indigenous and local communities.

In addition, the Decision 391 recognises the rights of indigenous and local communities over their knowledge,
innovations and practices associated with genetic resources and derivatives. The right to control access to indig-
enous and local knowledge, innovations and practices rests with the communities themselves, but is subject to
national legislation (article 7).

The Common Regime is based upon a basic procedural principle: legal or natural persons seeking access are to
negotiate an access contract with the competent authority of the member state in which genetic resources are
sought (article 32). The access contract must have obligatory conditions for access such as technology transfer,
national capacity building and restrictions on third party transfer of materials.

Complementary agreements must be negotiated with the providers of biological resources when they are sought
as a source of genetic resources or derivatives (article 6). When intangible components are associated with the
resources sought, such as the knowledge, innovations and practices of indigenous and local communities, the
providers have the right to negotiate an agreement for use.

Any resulting access contract with the competent national authority is to incorporate the complementary agree-
ments with the providers or owners of biological resources. Agreements with the holders of associated knowl-
edge are annexed to the access contract with the competent authority (article 35).

Benefit-sharing provisions regarding commercial or industrial use of genetic resources or derivatives will be
negotiated by the competent authority with the applicant. When only the State has rights over genetic resources,

continued on the next page

26



Box 4. Regional Approaches to Developing Access Legislation

continued from the preceding page

benefit-sharing provisions will have to take into consideration the interests of the physical providers of biological
resources, especially if they are indigenous and local communities (article 34).

National or regional funds are mechanisms which member states need to consider in order to ensure that benefit-
sharing is actually realised within and between member states (First Complementary Disposition).

Presently, Andean Pact member states are developing national secondary legislation to ensure the adequate im-
plementation and enforcement of the Common Regime at the national level. National legislation will deal with
such issues as the structure and establishment of a competent national authority, defming procedural aspects and
sanctions.

3.1.1 Principles

A recitation of the fundamental principles (or poli-
cies) upon which the access legislation is founded
could be included. For example, a principles section
might emphasise:

• the sovereign rights of the State over natural
resources in areas within its jurisdiction and
the authority of the government to determine
access to genetic resources;

• access to genetic resources is subject to prior
informed consent and mutually agreed terms
of a competent authority;

• the transparency of any access determination
process;

• the rights of indigenous and local communities
over genetic resources located within the areas
they inhabit or use, as well as their associated
knowledge, innovations and practices;

• access to genetic resources must conform with
conservation or sustainable use legislation and
reflect a precautionary approach;

• some of the goals of benefit-sharing including
technology transfer and capacity building; or

• the desire to cooperate with other States to
facilitate access to genetic resources and
ensure benefit-sharing.

3.1.2 Objectives

A section on objectives may specify the goals to
achieved through the access legislation. These may
be one output of a planning process on access to ge-
netic resources (see section 2.4.1).

Some objectives to achieve through the access legis-
lation could include:

• establishing a permanent participatory plann-
ing process to address access and benefit-
sharing issues;

3.1.3 Definitions

• equitably sharing the benefits derived from the
use of genetic resources, and associated
knowledge, with providers;

• developing the capacity to research, identify,
monitor, conserve and sustainably use genetic
resources;

• conserving genetic diversity and sustainably
using genetic resources;

• achieving economic and social development
and poverty education; or

• providing a legal and institutional framework
for international cooperation in this area.

Future access legislation might include a definitions
or use of terms section to define and clarify terms
used. Legal instruments often use definitions to give

an agreed, specific meaning to certain terms which
may recur throughout the text.
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Most terms may be readily understood and may
not need to be defined. However, at least three sce-
narios can be envisioned with regard to whether a
particular term should be defined. First, a term may
need to be defined when its meaning is unclear. Sec-
ond, a term may be defined when the drafters of a
legal instrument decide that the meaning of terms
should differ from normal usage. Third, a term may
be defined in order to define the scope of the instru-
ment.

In many cases, drafters will not need to invent new
terms and definitions for the access law. Instead, they
will be able to draw on a number of existing docu-
ments, such as the Convention on Biological Diver-
sity (see Appendix 1) and the FAO International Code
of Conduct for Plant Germplasm Collecting and
Transfer, as sources.

Indeed, drafters should be encouraged to draw on
these documents as the terms used and definitions
provided reflect broad international consensus
thereby contributing to the effectiveness of the leg-
islation enacted. Drafters can also draw on legisla-
tive examples from other parts of the world for ideas.

"Access to genetic resources" is one term which is
not defined by the Convention. Whether or not leg-
islation actually needs to include a definition for this
term is a matter of judgment. At least conceptually,
however, planners and legal drafters will need to
consider what "access" means. The process of doing
so may ultimately assist in defining the scope of ap-
plication of the legislation.

A possible definition might be "to obtain samples of
biological or other material containing genetic ma-
terial from areas within national jurisdiction for pur-
poses of research on, conservation, commercial or
industrial application of the genetic material." There
are five aspects to this definition.

First, it focuses on genetic material, as opposed to
other biomolecules. Therefore its scope is restricted.
However, the definition could be easily modified to
include biomolecules. A definition of genetic mate-
rial may be needed and article 2 of the Convention
on Biological Diversity could assist here.

3.1.3.1 State Practice

Andean Pact Decision 391 defines "access" broadly.
It includes obtaining and using genetic resources con-
served ex-situ or in-situ, derived products (such as
biochemicals) or, where applicable, "intangible com-
ponents" for research, bioprospecting, conservation,
industrial application or commercial use (article 1).
Intangible components are all individual or collec-
tive knowledge, innovations and practices associated
with a particular genetic resource or its derived prod-

Second, access means to physically obtain genetic ma-
terial.

Third, the definition emphasises samples of mate-
rial containing genetic material. This implies obtain-
ing a discrete amount of material — whether bio-
logical materials or sediments, soils or liquids — or
a limited number of specimens for subsequent use,
recognising that the amount of material may vary
depending on the materials sought or the purposes
of the end-use.

Fourth, access is to occur within the national juris-
diction of the State. This could be in terrestrial,
aquatic or marine areas.

Fifth, the purposes of access — research on, conser-
vation, commercial or industrial application of the
genetic material — are kept broad. The focus is on
the use of the genetic material not the sample itself.
This acknowledges that genetic resources can be used
in variety of applications. Attention is focused on
the activities most likely to result in benefit-sharing.
They can be distinguished broadly along commer-
cial and non-commercial lines although, admittedly,
the lines are quite blurry (see section 3.2.7). In ef-
fect, however, the intent of the potential user as to
the future use of the material collected or obtained
would need to be ascertained.

The four purposes of access that are proposed mani-
fest the intention to exclude from consideration the
myriad of other uses for biological resource which
would contain genetic material. For example, bio-
logical resources which are sold as a commodity for
consumption or direct use would not be covered (see
section 3.2.4). However, licenses granted with regard
to the use or export of a commodity might reference
that the authorisation does not include the use of the
constituent genetic material.

Therefore if, for example, cut flowers were being
exported, the export license might stipulate that the
authorisation does not include the use of their ge-
netic material for subsequent propagation (whether
by seed, cell culture or any other means). Violating
the terms of the permit could be grounds for with-
drawal or other sanctions.

ucts, whether or not protected by intellectual prop-
erty regimes (article 1).

As an alternative to defining access some States have
chosen to use the terms "prospecting", "bioprospecting"
or "biodiversity prospecting" in their legislation. Fo-
cusing on a particular activity such as bioprospecting
which results in access to genetic resources may help
legislative drafters overcome the conceptual difficul-
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ties involved in determining what access to genetic re-
sources is and when it occurs. It may also help to
broaden the scope of the legislation to include bio-
chemicals, keeping in mind that the Convention only
applies to genetic material.

Philippines Executive Order 247, and its accompa-
nying implementation regulations, define prospect-
ing and bioprospecting as "research, collection and
utilization of biological and genetic resources for pur-
poses of applying the knowledge derived there from
to scientific and/or commercial purposes" (appen-
dix A, Executive Order; section 2.1(h)), Implemen-
tation Regulations).

In the draft Sustainable Development Bill of Fiji "bio-
diversity prospecting" is defined as "any activity un-
dertaken to harvest or exploit biological resources for
commercial purposes ... [including] investigative re-
search and sampling".

All three examples demonstrate that the legislation
applies to more than just genetic material. Included
are biochemicals as well. In addition, if the Fijian
legislation was read literally, collecting biological
resources for almost any type of commercial use
might be subject to the access and benefit-sharing
legislation. It is unclear whether that was the intent
of the drafters because this ambiguity may create
uncertainty.

For example, if the blossoms of a plant were har-
vested as a bulk or "biomass commodity" for direct
use in an herbal tea or a cosmetic, and not for their
genetic or biochemical informational value in a tech-
nological application, would harvesting and export
trigger the prior informed consent and mutually

3.2 Scope of Application

The effectiveness of national legislation will depend
on many variables. But defining properly the scope
of application of the legislation will contribute greatly
to its future success. In fact, defining scope could be
the single most important task facing planners and
legal drafters as they consider the access issue. Fur-
thermore, though it is important to legislate compre-
hensively, scope set too broadly may make impossi-
ble the effective implementation of the legislation.
It could also disenfranchise some potential genetic
resource providers and users by making the system
too unwieldy. This would only result in lost oppor-
tunities for benefit-sharing.

Although the actual drafted legislative text may only
be one or two lines, defining the scope of applica-
tion involves determining the application of the leg-
islation to particular:

• materials and associated knowledge or informa-
tion;

agreed terms provisions under the legislation? The
suppliers of the blossom more than likely have or
will negotiate a supply agreement with the user. This
will presumably reflect a mutually agreed price to
supply a certain quantity of the blossom at a particu-
lar price per kilo. They may have to obtain State per-
mits to export the material and the quantity harvested
and exported might be subjected to a tax or other
levy. Benefits therefore will accrue without creating
a new regulatory regime.

However, if for example, cells from the blossoms or
seeds from the plants were used as the basis for a
cell culture or farm cultivation to mass produce an
active ingredient, then they are being used as a ge-
netic resource. Since the process depends on the ge-
netic material of the cell and the metabolic processes
orchestrated by it to produce the active ingredient,
the use would be subject to the access and benefit-
sharing provisions of the Convention.

The intent of article 15 is to fill in a gap for ben-
efit-sharing when genetic material is used. While
States can extend the spirit of the Convention to
technological applications based on the informa-
tional value of useful biochemicals discovered in
plants, animals and micro-organisms, extending
application of article 15 to biologically-based
commodities which already have a market value,
are actively traded and are used in end-products
with little human intervention or modification may
complicate the operation of access legislation.
Simply put, the number of transactions, and there-
fore access determinations, would be overwhelm-
ing. Therefore, the primary dilemma faced by the
legislative drafter is how widely to cast the scope
of application of the legislation.

• geographical locales;
• activities; and
• actors.

Exclusions from the legislation should also be con-
sidered.

At the very heart of answering these seemingly simple
questions is the need to have a firm understanding of
what genetic resources are, their sources (see box 5),
the transactions involving them (see figure 1), how they
are used and by whom they are used. Furthermore, the
scope of legislation will be closely related to the nature
of the sovereign rights of the State, limitations placed
on their exercise by international law, the property rights
system of the State governing ownership of plant, ani-
mal and microbial genetic resources, tenure over land
and sea areas as well as a number of legal issues re-
lated to indigenous and local communities.
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For these reasons, ensuring that adequate information
is available to legal drafters is vitally important. Wide
consultations should take place among parties poten-
tially affected by the legislation through a planning proc-

ess. This will make it easier to develop consensus on
policy and, therefore, any legislation. It will also facili-
tate development of an appropriate and effective regu-
latory programme if that is determined to be a goal.

3.2.1 Materials and Associated Knowledge or Information to Which the
Legislation Could Apply

The application of the legislation to particular mate-
rials requires a number of fundamental questions to
be answered including determining the applicable:

types of genetic resources;
• sources of genetic resources;

• derivatives of genetic resources; and
• associated knowledge or information.

Answers to these questions may, in part, depend on
the legal status of genetic resources in a country par-
ticularly with regard to property rights and accompa-
nying rights of use.
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Figure 1. Possible Genetic Resource Transactions Which Could be Regulated

Source: Peruvian Society for Environmental Law and IUCN Environmental Law Centre



3.2.1.1 Access Legislation Should Clarify the Legal Status of Genetic Resources

Today, in many States, the national constitution is
generally the source of law specifying the legal sta-
tus of biological resources within a country. It ap-
pears that genetic resources are not yet referenced
specifically in national constitutions. Without this or
specific supplementary legislation to clarify the le-
gal status of genetic resources, the legal status of the
material in which they are found would normally
apply. In spite of this however, uncertainty concern-
ing their legal status may continue since a trend is
emerging whereby genetic resources in some States
are subject to legal regimes separate from the bio-
logical resources in which they are found. Without
further clarification, who will be entitled to enter into
access agreements will be unclear. This will have a
direct bearing on whether the access agreement can
be enforced, especially in other States (see section
3.6).

Ideally, according to some observers, the legal status
of genetic resources would distinguish between rights
over the physical entity (an organism, its parts,
including genetic material, or an environmental sam-
ple containing whole organisms or parts) and the in-
formation embodied by or in the physical entity
(Correa, 1994). It is the informational component
which is most valuable to bioprospectors (Vogel,
1994; Correa, 1994; Feinsilver, 1995; Swanson, 1995;
Stone, 1995). But until such time as the intangible
component of genetic resources can be clearly
described with sufficient specificity (Correa, 1994)
to allow the creation of an informational rights sys-
tem, legal approaches focusing on the physical en-
tity will probably be the primary means of control-
ling access to genetic resources and ensuring ben-
efit-sharing. This is so even though subsequent ac-
cess agreements can specify how the informational
content of the genetic resources acquired can be sub-
sequently used and how resulting benefits are to be
shared.

Historically, ownership of biological resources has
been classified in terms of physical property and as-
sociated rights of use. There are four general prop-
erty regimes: (1) common property, (2) res nullius,
(3) State or public property and (4) private property.

Common property regimes have been described as
analogous to private property regimes where the co-
owners are members of a group of people in a com-
munity (Lenaola et al., 1996). Common property re-
gimes exist in terrestrial, marine and coastal areas
(Fairlee et al., 1995).

Group members have the right to use the property,
obligations to maintain it and the power to exclude
non-group members from using it (Lenaola et al.,

1996). Land, for example, is typically regarded "as a
collection of separate and distinct rights to resources
which make up the land" (Lenaola et al., 1996). Com-
mon property regimes over terrestrial and marine
areas have generally been displaced by the res nullius
concept or State property and private property re-
gimes established by legislation.

Ancient Roman law considered wild animals to be-
long to no-one (de Klemm, 1993). In other words,
they were res nullius and anyone could freely appro-
priate them.

The res nullius principle, adopted as it was into legal
systems with Roman orgins, has given way to State
ownership (de Klemm, 1993). State ownership of
biological resources implies that the State alone has
the exclusive right to determine how biological re-
sources will be used. In effect, the State would need
to authorise others' use of biological resources.

Private property over biological resources can be es-
tablished in many countries today. The private prop-
erty owners of biological resources in theory have
the discretion to use them the way they see fit. In
practice, however, private ownership is nearly always
subject to extensive governmental restrictions. In other
words, there is no guarantee of unrestricted use when
biological resources are privately owned.

In in-situ conditions, wild fauna generally have been
considered res nullius or subject to State ownership,
when they are either generally or specifically pro-
tected by conservation or use-oriented legislation (e.g.,
fishing or hunting laws). Domesticated animals may
be either publicly, communally or privately owned
depending on a country's political system and the
circumstances of the institution, community or indi-
vidual possessing them. Physical property over wild
and domesticated or cultivated plants has been tied
to the public, communal or private ownership regime
of the territory where they are collected (de Klemm,
1993; Correa, 1994).

It is likely that the legal status of micro-organisms
growing in in-situ conditions has not been clearly
established in most jurisdictions, except perhaps for
commercially valuable fungi collected for food. It
would appear to be tied to the territory where they
are collected.

Once a biological resource has been removed from
in-situ conditions and deposited ex-situ, property
rights over it will depend on the agreement under
which it was removed, or if there was no agreement
— which is likely (ten Kate, 1997a) — the legal
status of the institution (public or private) in which it
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has been deposited. A 1987 FAO report succinctly
summarised that plant genetic resources "held in
Government gene banks or in those of public insti-
tutions belong (subject to any specific exceptions)
to the State or to the individual public institution (...)
in practical terms, ownership and control are vested
in the State" (FAO, 1986). The situation is similar
for microbial collections housed in ex-situ conser-
vation facilities with the added complication of mi-
cro-organisms deposited for patenting purposes in
International Depository Authorities pursuant to the
1977 Budapest Treaty on the International Recogni-
tion of teh Deposit of Micro-organisms for the Pur-
poses of Patent Procedure (revised in 1980).

In their access legislation, some countries have tried
to clarify the legal status of genetic resources. For
example, Philippines Executive Order 247 recognises
that section 2, article XII of the national constitution
"provides that wildlife, including flora and fauna,
among others, is owned by the State and the disposi-
tion, development and utilization thereof are under
its full control and supervision" (preambular para-
graph 1).

From ownership over wildlife, it is must then be in-
ferred that the State also owns the constituents of
wildlife such as genetic material. This is supported
by the statement that ownership of all biological and
genetic resources is to remain with the State when
materials are removed from the country (section
8.1(16), Implementation Regulations). The State also
owns wild fauna and flora found on private or com-
munal land. Apparently domesticated plants and ani-
mals are not owned by the State, although this could
have been clearly set out in the legislation to elimi-
nate any possibility of confusion. The legal status of
biochemicals is also unclear.

It is not clear, but perhaps the phrase "among oth-
ers" enables the interpretation that wild micro-or-
ganisms and insects are also included. The Execu-

tive Order defines biological resources to include
"organisms or parts thereof" and "micro-organisms"
(Appendix A, Executive Order).

The Andean Pact Common Regime specifies that ge-
netic resources and their derived products for which
the member state is the "country of origin" are "the
goods or patrimony of the Nation or State of each
Member Country" (article 6). In other words they
can be considered "goods of the State", "patrimony
of the Nation", "goods of the Nation" or "patrimony
of the State" (article 6). The cumbersome drafting
reflects an effort to accommodate the phraseology
of the legislation of the five member states (Ruiz,
1997). In all cases, the person seeking access to ge-
netic resources must at minimum enter into an ac-
cess contract with the competent authority of the
member state.

The Common Regime is interesting because it goes
on to distinguish between the legal status of biologi-
cal resources and genetic resources. Biological re-
sources which contain the genetic materials sought
can be subject to private or collective property rights.
But genetic resources are deemed "inalienable and
imprescriptible and cannot be seized, without preju-
dice to property regimes applicable to the biological
resources which contain them, the land on which they
are found, or the associated intangible component"
(article 6).

While existing private or communal property regimes
over biological resources containing the genetic ma-
terial or derivatives sought are not altered by Deci-
sion 391, property owners or holders are not entitled
to determine access to genetic resources. However,
property owners or holders can control access to ge-
netic resources indirectly by controlling the physi-
cal access of a bioprospector to the areas or materi-
als containing genetic resources. This ability to assert
control enables these actors to negotiate a share of ben-
efits via "accessory contracts" (see section 3.4.2.3).

3.2.2 Types of Genetic Resources to Which Access Legislation Could Apply

The scope of application of legislation can also be
defined according to the types or categories of ge-
netic resources to be regulated. Making such distinc-
tions may provide the basis for creating different
access and benefit-sharing regimes for different cat-
egories of genetic resources such as those used for
food and agriculture purposes and those used in other
applications.

Distinctions could be made between wild species or
domesticated or cultivated species. The Convention
on Biological Diversity defines "domesticated or cul-
tivated species" as species in which the evolutionary
process has been influenced by humans to meet their
needs" (article 2).

Another distinction might be between plant genetic
resources for food and agriculture and other types of
plant genetic resources to reflect the outcome of the
renegotiations of the FAO International Undertak-
ing on Plant Genetic Resources (see box 1). In the
interim period until a multilateral agreement is
adopted and enters into force, however, it may be
wisest for legislation not to distinguish between ac-
cess to plant genetic resources for food and agricul-
ture and other genetic resources to ensure that the
possibilities for benefit-sharing are not foregone. The
types of benefits which could be shared may, how-
ever, need to be distinguished.

If genetic resources are distinguished along flora/fauna
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lines, access legislation should also clarify whether in-
sect and microbial species are included, since they are
potentially very valuable to bioprospectors. Insects are
invertebrate animals. Micro-organisms include those
groups of organisms, whether detectable with or with-

3.2.2.1 State Practice

out the aid of an electron or light microscope. They
include viruses, prokaryotes such as Eubacteria (bac-
teria) and Archaea (archaebacteria), and eukaryotes
such as protozoa, filamentous fungi, yeasts and algae
(Stackebrandt, 1994).

The Philippines Executive Order (preambular para-
graph 1) and the Costa Rican wildlife legislation (ar-
ticle 3) only apply to wild flora and fauna. In con-
trast, the Andean Pact Decision has a broader scope.

It applies to all genetic resources for which a mem-
ber state is a "country of origin" (article 6). The coun-
try of origin is the country which possesses genetic
resources in in-situ conditions, including those taken
from in-situ sources and found ex-situ (article 1).
Emphasising the country of origin leaves open the
possibility that both wild and domesticated or culti-
vated species fall within the scope of the Decision,
whether or not they are publicly, communally or pri-
vately owned.

The draft Eritrean law also applies to wild and domes-
ticated genetic resources (article 46(a)). Suggested leg-
islation for Seychelles would apply to "any" species
(section 53(1)).

The Andean Pact (article 4(a)) and Eritrean (article
46(a)) laws specifically state that human genetic re-
sources are not within the scope of application of the
legislation. This parallels a decision by the Confer-
ence of Parties of the Convention on Biological Diver-
sity which stated that human genetic resources are not
within the scope of the Convention (COP, 1995).
Therefore, like the Convention, both States leave open
the possibility that human genetic resources are still
accessible without prior informed consent of or ben-
efit-sharing with the State or the people targeted.

3.2.3 Sources of Genetic Resources to Which Access Legislation Could Apply

Related to the question of which genetic resources
could be covered is the question of which sources of
genetic resources could be covered by the legisla-
tion. Genetic resources can be obtained from both

in-situ and ex-situ sources, whether public, commu-
nally or privately owned (see box 5). In-situ sources
can be terrestrial, aquatic or marine.

3.2.3.1 State Practice

The Andean Pact decision applies to all genetic re-
sources for which the member state is a country of
origin, whether these are found in in-situ or ex-situ
conditions within the territory of the State (article 1;
article 3).

Article 5 of the Costa Rican Wildlife Conservation
Law is similar. Although it does not extend to do-
mesticated or cultivated species, the law still applies
to wild fauna and flora which are located ex-situ.
These respectively remain state owned or national
patrimony, therefore access to them would require
authorisation from the State.

The scope of application of the Eritrean Proclama-
tion on Biodiversity also includes all genetic re-
sources located in-situ or ex-situ (article 46(a)).

Protected areas are potentially very good in-situ
sources of genetic resources. Some access legisla-
tion specifically mentions genetic resources located
in protected areas. Section 27 of Nigeria's draft Na-
tional Parks Decree applies to biological materials
found in any Nigerian national park. No person is to
prospect for genetic material, or remove any biologi-

cal materials from any national park, without writ-
ten prior informed consent of a designated minister
(article 27(1)).

The legislation of other countries also make special
reference to protected areas. Genetic resources can
be removed from Costa Rican national parks with
prior authorisation (article 43). In the Philippines,
bioprospecting of biological and genetic resources
is allowed in all categories of protected areas with
prior authorisation in conformity with other national
law and the rules and regulations of the protected
area (sections 4.1 and 4.2, Implementation Regula-
tions).

Though it is not a party to the Convention on Bio-
logical Diversity, biological materials removed from
national parks in the United States of America re-
main the property of the US government and are not
to be used commercially. As a result of commercial
bioprospecting for hyperthermophilic micro-organ-
isms in Yellowstone National Park modifications to
the US Code of Federal Regulations (Title 36 (2.5))
and the individual research permit issued by each
park superintendent have been proposed (Milstein,
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1994; Robbins, 1997). They would allow, for exam-
ple, the Yellowstone micro-organisms to be collected
from its geothermal pools for subsequent commer-
cial use in biotechnological applications. Materials

could only be removed from the parks with the prior
consent of the individual park superintendent
(Lindstrom, 1996).

Box 5. Genetic Resources and Their In-situ and Ex-situ Sources

The effectiveness of access legislation will depend on identifying accurately the sources of genetic resources.
Undoubtedly, every State has a different combination of in-situ and ex-situ sources. Consequently, a prominent
goal of any planning process to develop policies and legislation on access to genetic resources should be the
accurate identification of the numerous sources of genetic resources within the State. This might be done in
parallel with the identification of bioprospecting activities currently being undertaken in the country.

As part of the planning exercise, it would also be worthwhile to identify other States or institutions which hold
the country's genetic resources in ex-situ conditions, because these sources are a potential source of competition.
In addition, it might be worthwhile to identify those States, perhaps within the region, that have similar or the
same genetic resources in in-situ conditions, as this knowledge could provide the basis for future cooperation
(see box 4).

Once the sources are identified, the individuals, communities or institutions which ultimately provide genetic
resources should be included in the planning process as they are a valuable source of knowledge, and an impor-
tant constituency upon which the effectiveness of the policies and legislation is directly dependent.

In-situ Sources

The in-situ sources of genetic resources are those areas where genetic resources exist within ecosystems and
natural habitats and, in the case of domesticated or cultivated species, in the surroundings where they have
developed their distinctive properties. The in-situ sources for wild species are virtually unlimited. They can be
terrestrial, aquatic or marine areas.

Tropical forests and coral reefs are not the only important sources of genetic resources. For example, temperate
forests and the seabed are both little explored by bioprospectors but hold enormous promise (Kaesuk Yoon, 1996;
Lambshead, 1993; Broad, 1995; Pearce, 1995). Insects are drawing increased interest because of their biochemi-
cal defenses.

Micro-organisms are also important sources of Pharmaceuticals and industrial chemicals, such as enzymes. They
play key roles in industrial fermentation processes. Important in-situ sources of micro-organisms may be extreme
environments of high and low temperature, salinity, pressure, pH, desiccation or human-made contamination, the
water column of marine and aquatic areas or even on or in the bodies of macro-organisms. Areas with interesting
extreme environments include those with volcanic activity. Hot springs, geysers, steam holes called fumaroles
and underwater hydrothermal vents are all very attractive for the bioprospecting of micro-organisms. Caves are
also attractive for bioprospecting (Nadis, 1997).

The in-situ sources of domesticated and cultivated species are perhaps not as varied as those for wild species, but
in many cases are closely tied to human cultural diversity. In the case of plant genetic resources, the fields of
farmers are rich sources of land races and the margins or surrounding areas are important sources of wild rela-
tives and weedy species. Farmers' fields and grazing areas may also be important sources of animal genetic
resources including rare animal breeds.

Ex-situ Sources

The ex-situ sources of genetic resources are those where genetic resources are held outside the natural habitat of
an organism. For plants, a general distinction is discernable between genetic resources for food and agriculture
and wild species.

Facilities dedicated to the ex-situ conservation of agriculturally important plant genetic resources can be private
or public and have single or multiple species as their target. They may comprise base collections for long term

continued on the next page
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storage and active collections for distribution. These facilities might conserve DNA, tissue culture, seed or whole
organisms such as trees. Herbarium specimens and ethno-botanical information may also be collected.

Examples include the International Agriculture Research Centres of the Consultative Group on International
Agricultural Research (see box 1), which focus on internationally important commodity species and regionally
used species. There is also a growing number of national facilities such as the National Agricultural Research
Centres which participate in the Consultative Group system. Some national facilities provide duplicate "safe
deposit" storage for national and international collections. In an increasing number of countries, especially in
Latin America, national facilities are being privatised. Private companies in the areas of biotechnology and plant
breeding also have collections of genetic resources.

Public and private botanic gardens and arboreta increasingly focus on wild plant species, especially those which
are threatened or endangered or important for horticulture. Organisms are collected as whole live plants, pressed
herbarium specimens and seeds (National Research Council, 1993; Bridson and Forman, 1992). In many cases,
ethno-botanical information is collected as well.

As with plants, the ex-situ facilities working with animals are distinguishable along domesticated and wild spe-
cies lines. For domesticated animals, especially those important as agricultural livestock, "the vast majority of
livestock genetic resources will continue to be maintained in living flocks, many of which are privately owned"
(National Research Council, 1993). Public or private "living farms" maintain rare animal breeds. Gametes and, in
some cases embryos, are maintained in cryo-preservation facilities. The main ex-situ conservation facilities for
wild animal species are zoological gardens and aquaria.

Ex-situ facilities for microbial genetic resources represent the known cultured microbial diversity of the world
(Sly, 1994). There are three categories of culture collections: personal or research collections, institutional col-
lections and international service collections (Sly, 1994). Cultures are supplied on demand to microbiologists for
education, research and industry (Sly, 1994). Some collections act as International Depositary Authorities (IDAs)
where cultures are deposited pursuant to the 1977 Budapest Treaty on the International Recognition of the De-
posit of Micro-organisms for the Purposes of Patent Procedure (revised in 1980) and national law to meet the
description requirements for patent protection. As of November 1997, there were 30 IDAs worldwide. Finally, as
with plant germplasm, some microbial collections also provide "safe deposit" services to protect against loss of
primary collections (Sly, 1994).

3.2.4 Derivatives to Which Access Legislation Could Apply

The benefit-sharing provisions of the Convention on
Biological Diversity only apply to genetic material.
Consequently, potentially valuable materials, such
as biochemicals, sometimes (and confusingly) re-
ferred to as "derivatives", are not covered by the ac-
cess and benefit-sharing provisions of the Conven-
tion. Even though the scope of the Convention is lim-
ited, States are drafting access legislation to ensure
benefit-sharing for useful biomolecules found in the
materials for which access is sought. There are two
contexts in which the term "derivative" is applica-
ble.

In the first context, derivatives could be described as
unimproved or unmodified chemical compounds,
other than DNA or RNA, merely associated with tar-
geted biological material, but formed by the meta-
bolic processes of the organism. Like DNA or RNA,

these exist in a sample of biological material when it
is obtained from an in-situ or ex-situ source. For ex-
ample, derivatives in this context might be biologi-
cally active chemical compounds found within plant
material which is collected, but which are yet to be
extracted, modified and used in a technological ap-
plication.

In the second context, derivatives may refer to DNA
or RNA, or a chemical compound, modified, created
or synthesised from materials originally obtained
from an in-situ or ex-situ source. The resulting end-
product, for example, might be a breeder's hybrid
seed, a traditional healer's medicine or a pharmaceu-
tical company's synthetic version of an extracted bio-
chemical. These, then, are end-products derived or
synthesised from genetic or biochemical resources
through human intervention.
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Access legislation could be extended to derivatives
used in the first context. This is because the ultimate
source of the derivative material is likely to be bio-
logical or other materials obtained from an in-situ or
ex-situ source located in an area within the jurisdic-
tion of the State. Therefore legislative drafters only
need to ensure that the scope of legislation clearly
specifies this. Then it can regulate access to the ma-
terials containing the chemical compounds just as it
would for genetic material. Regulating access would
enable appropriate benefit-sharing arrangements to
be negotiated for any subsequent use of the materi-
als taken and used.

Access legislation would be very difficult to extend
to derivatives in the second context because the gov-
ernment would in reality be regulating access to tech-
nologies. While in theory it is possible to regulate
access to all products subsequently derived from the
genetic material or biochemicals removed from the
original source material, in practice it would not seem
to be technically or politically feasible.

For example, if in the second context the prior in-
formed consent of the government is required every
time a derivative end-product is proposed to be trans-
ferred commercially, then it will be practically im-
possible for the State to control. The technology is
likely to be proprietary and may also be subject to

intellectual property rights. Furthermore, there is
probably no practical way to monitor the transac-
tions, except by putting all public and private re-
search and development, as well as commercial ac-
tivities, under governmental scrutiny. Another limi-
tation is that there would be no way for the govern-
ment to subject activities involving the derived prod-
ucts to its regulatory control once they are located
beyond the limits of national jurisdiction.

The end-products derived from genetic material or
biochemicals removed from in-situ or ex-situ sources
can however be the subject of benefit-sharing ar-
rangements established at the time of the original
request for access. Products derived from genetic
material or biochemicals supplied pursuant to an
access agreement should certainly entitle the pro-
vider to benefit-sharing.

In both cases, therefore, it is expedient to ensure that
benefit-sharing arrangements cover materials origi-
nally derived from materials provided from in-situ
and ex-situ sources. Attention should be focused on
regulating activities such as collecting, or acquiring
materials from ex-situ conservation facilities, to en-
sure that interests in benefit-sharing are protected
through access agreements when materials are re-
moved and subsequently used.

3.2.4.1 State Practice

Even though the scope of the Convention on Bio-
logical Diversity is limited to materials containing
functional units of heredity such as DNA, States are
drafting access legislation to ensure benefit-sharing
for useful biochemicals found in the materials for
which access is sought.

In the Andean Pact access has been defined to include
access to "derived products" from genetic resources (ar-
ticle 1). Derived products include molecules, combi-
nations or mixtures of natural molecules including raw
extracts of living or dead organisms (article 1). Early
drafts of the Decision extended the scope of applica-
tion to end-products synthesised from genetic resources.
The final Decision does not subject synthesised prod-
ucts to the access regime (Rosell, 1997).

Access legislation suggested in a 1993 technical re-
port for the Seychelles covers "any species, its parts
or elements of genetic or biochemical activity" (sec-
tion 53(1)).

In the Philippines, the situation is a little less clear.
The Philippines legislation defines "by-product" as
any part taken from biological or genetic resources
including compounds indirectly produced in a bio-
chemical process or cycle (Appendix A, Executive
Order; section 2(j), Implementation Regulations).
"Derivatives" include extracts from biological or
genetic resources such as blood, oils, resins, genes,
spores and pollen taken from or modified from a
source product (section 2(m), Implementation Regu-
lations). However, neither term appears to be actu-
ally used in the legislation's substantive provisions
making their application somewhat unclear.

3.2.5 Associated Knowledge or Information to Which the Access Legislation
Could Apply

In many cases, knowledge or information associated
with genetic resources is quite valuable. Approaches
designed to tailor access legislation to apply to asso-
ciated knowledge or information may need to dis-
tinguish between at least two scenarios. First, where

access is sought to particular sources of knowledge
or information. Second, where valuable information
is derived from the genetic resources or information
provided.
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3.2.5.1 Access to Particular Sources of Knowledge or Information

There are a number of sources of valuable knowl-
edge and information on genetic resources. Perhaps
the most notable are (1) indigenous and local com-

munities and (2) the specimen collections, records
and databases of ex-situ conservation facilities and
other institutions.

3.2.5.1.1 Knowledge, Innovations and Practices of Indigenous and Local
Communities

The knowledge, innovations and practices of indig-
enous and local communities are derived from the
association with and use of biological resources.
Ethno-biological knowledge is valuable in its own
right and has been the target of non-commercial and
commercial interests in the past.

It is certainly inequitable and, perhaps not politically
feasible, for States to attempt to expropriate the in-
dividual and collective rights of communities over
their knowledge (Ruiz, 1997). Consequently, even
though States have sovereign rights over the eco-
nomic activities within their territories, it is doubt-
ful they could or will exert sovereign rights over the
knowledge itself or extend an ownership interest in
it. This, of course, depends in part on the political
system of a country.

In most cases, however, it would seem that the knowl-
edge of indigenous and local communities would not
fall within the scope of the access legislation. In other
words, the State would not exert a sovereign right to
control access to it in order for it to secure a portion of
any future benefits which may accrue. However, States
can exert their sovereign powers over the legal and natu-
ral persons seeking access to this information. States
can also exercise their sovereignty constructively by
providing the legal basis for communities to better con-
trol their knowledge (see boxes 3 and 6).

By adopting the Andean Pact Decision 391, member
states "recognise and value the rights and the power
of decision of indigenous, Afroamerican and local
communities over their traditional knowledge, inno-
vations and practices associated with genetic re-
sources and derivative products thereof" (article 7).
This is to be accomplished through national legisla-
tion complementing the Decision. Article 1 defines
these communities as "human groups whose social,
cultural and economic conditions distinguish them
from other sectors of the national community, which
are governed totally or partially by their own cus-
toms or traditions or by special legislation, and which,
regardless of their legal status, conserve their own
social, economic, cultural, and political institutions
or parts thereof".

It is important to note that the Common Regime only
applies to traditional knowledge where it is associ-
ated with the genetic resources sought. Application

is indirect and there is no explicit provision refer-
ring to prior informed consent. Where genetic re-
sources have an associated "intangible component"
an access contract with the State must incorporate
an annex which has terms for fair and equitable ben-
efit-sharing (article 35). This to be signed by the pro-
vider, the applicant and the competent national au-
thority. It presumably demonstrates the consent of
the provider to use the knowledge. The rights of pro-
viders of associated knowledge are to be "safe-
guarded" by the competent national authorities of
member states (article 50(d)).

Most importantly, the Decision requires the Govern-
ing Board of the Andean Pact to prepare within 1
year of the entry into force of the Decision a pro-
posal for establishing a special regime or norm to
strengthen protection of the knowledge, innovations
and practices of indigenous, Afroamerican and local
communities (eighth temporary provision). The work
of the Governing Board is contingent upon member
states first submitting national studies. The member
states will also design a training programme for these
communities to strengthen their capacity to negoti-
ate accessory contracts regarding their knowledge,
innovations and practices associated with genetic
resources (ninth temporary provision). Therefore the
application of Decision 391 to traditional knowledge
could change depending on the outcome of the Gov-
erning Board's future work.

The draft Fijian Sustainable Development Bill pro-
vides that the Conservation and National Parks Au-
thority, the competent national authority overseeing
bioprospecting activities, is to ensure that a legally
binding agreement is concluded with the "registered
owners" of a targeted resource for the "harvesting of
traditional knowledge" (section 254(6)(a)). The term
registered owners is not defined in the Bill.

The second preambular paragraph of the Philippines
Executive Order recognises that it is in "the interest
of the State's conservation efforts to ... identify and
recognise the rights of indigenous cultural commu-
nities and other Philippine communities to their tra-
ditional knowledge and practices when this informa-
tion is directly or indirectly put to commercial use".
Indigenous cultural communities or Indigenous Peo-
ples are "a homogenous society identified by self-
ascription and ascription by others, who have con-
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tinuously lived as [a] community on communally
bounded and defined territory, sharing common
bonds of languages, customs, traditions and other
distinctive cultural traits, and who, through resist-
ance to the political, social and cultural inroads of
colonization, became historically differentiated from
the majority of Filipinos" (section 2.1(r), Implemen-
tation Regulations). Local communities are "the ba-
sic political unit wherein the biological and genetic
resources are located (section 2.1(u), Implementa-
tion Regulations)." The Inter-agency Committee
tasked with processing access applications is en-
trusted with ensuring the rights of indigenous and
local communities where collecting and research are
being undertaken (section 7(e)).

By reference to the non-binding preamble of the
Convention on Biological Diversity, the Implemen-
tation Regulations of the Executive Order recognise

"the desirability of sharing equitably benefits aris-
ing from the use of traditional knowledge, innova-
tions and practices" (section 1.3). Prospecting within
the areas of local communities, including those of
Indigenous Peoples, is to be with their consent. How-
ever, the definition of prospecting does not include
knowledge associated with biological or genetic re-
sources (section 5). These deficiencies could be amel-
iorated if the collector or principal fully disclose the
scope of the research activity in the access applica-
tion process.

The scope of the provisions on access to genetic re-
sources in the Eritrean Draft Proclamation apply to
associated traditional knowledge (article 46). How-
ever, no explicit provisions on consent from the hold-
ers of traditional knowledge are provided. Consent
is only explicitly required in the context of genetic
resources sought (article 49).

Box 6. Tools for Indigenous and Local Communities to Capture the Benefits
from Genetic Resources and Associated Knowledge: Theory and
Practice

The ability of indigenous and local communities to actually capture benefits from genetic resources and/or asso-
ciated knowledge will require going beyond the mere expression of a moral right to fair and equitable benefit-
sharing. An assortment of approaches and techniques may need to be considered depending on the circum-
stances. For purposes of illustration it is useful to look at tools for capturing benefits from genetic resources and
associated knowledge separately and then look at tools which may be common to both, such as contracts and
capacity-building.

For genetic resources, a threshold issue is whether indigenous and local communities will have a right entitling
them to be providers of genetic resources found in the areas they inhabit or use. Where an entitlement is possible,
a related sub-issue is whether distinctions in entitlement should be made between wild and domesticated genetic
resources. Where an entitlement to genetic resources is not possible, an entitlement over the biological resources
or other materials (e.g., soil or other environmental samples) which may contain genetic resources could act as a
surrogate. In other words, even though no entitlement exists to actually provide genetic resources, a right to be a
provider of biological resources or environmental samples could also enable the negotiation of a benefit-sharing
arrangement.

Another important issue is whether the communities have the right to control physical access to the land or sea
areas they inhabit or use where genetic resources may be found. How this issue is addressed will be especially
important in situations where indigenous and local communities have no entitlements over genetic resources,
biological resources and environmental samples, because the ability to control access to land and sea areas could
operate as a surrogate whereby benefit-sharing agreements could still be negotiated albeit for physical access to
the areas where bioprospecting activities would take place. In other words, such an entitlement would enable
indigenous and local communities to act as "gatekeepers" to the land and sea areas which they inhabit or use.

Once the entitlements are clarified the tool to secure benefit-sharing can be chosen. Undoubtedly, contracts will
be used (see below). Capacity-building measures for contract negotiation may be needed (see below).

Whether indigenous and local communities have rights over genetic resources or not, issues concerning any
knowledge associated with genetic resources must still be addressed. For example, where the State has declared
ownership over genetic resources, and consequently prevents indigenous and local communities from acting as
legitimate providers, arrangements will still be needed for access to and benefit-sharing from the use of any
associated knowledge. Special approaches to provide indigenous and local communities with control over the

continued on the next page

38



Box 6. Tools for Indigenous and Local Communities to Capture the Benefits
from Genetic Resources and Associated Knowledge: Theory and
Practice

continued from the preceding page

knowledge associated with genetic resources are particularly needed because, except in limited instances, current
forms of intellectual property protection, such as patents and plant breeders' rights, cannot be applied for either
technical reasons or because they are contrary to the practices and beliefs of some communities.

A number of commentators now argue that sui generis systems should be designed to protect the knowledge
associated with genetic resources separate from existing intellectual property rights systems. Since the entry into
force of the Convention on Biological Diversity, the conceptual underpinnings for such sui generis systems, for
example traditional resource rights (see below) and community intellectual rights (see below), are now being
proposed in the literature. The actual implementation of such systems will face a tough litmus test in terms of
their gaining acceptance globally, especially if there is a proliferation of different approaches at the national
level.

In the interim period before sui generis systems are established and recognised, other recently conceived tools,
such as community registers, protecting associated knowledge through trade secrets and know-how licenses (see
all below), may be especially useful in protecting the knowledge of indigenous and local communities. Contracts
will likely be the primary means to reflect an agreement for access and subsequent benefit-sharing (see below).

Traditional Resource Rights

Traditional resource rights (TRRs) are described as "an integrated rights concept that recognises the inextricable
link between cultural and biological diversity" (Posey and Dutfield, 1996). The concept delineates a collection of
"overlapping and mutually supporting bundles of rights" which "can be used for protection, compensation and
conservation". Traditional resource rights are viewed as more holistic than intellectual property rights. They set
out the range of considerations which may need to be taken into account in developing benefit-sharing systems
for genetic resources and associated knowledge. Posey and Dutfield argue that TRRs "seek not only to protect
knowledge relating to biological resources but also to assert the right of [indigenous] peoples to self-determina-
tion and the right to safeguard 'culture' in the broadest sense".

Applicable at the local, national or international levels, TRRs can provide a source of principles to guide the
development of legislation and guide dialogues between indigenous and local communities, governmental agen-
cies and non-governmental organisations (Posey and Dutfield, 1996). From a wide variety of international legal
instruments sixteen categories that collectively make up TRRs have been delineated: human rights, the right to
self-determination, collective rights, land and territorial rights, the right to religious freedom, the right to devel-
opment, the right to privacy, prior informed consent, environmental integrity, intellectual property rights, neigh-
bouring rights, the right to enter into legal contracts, cultural property rights, the right to protect folklore, the right
to protect cultural heritage, the recognition of cultural landscapes, the recognition of customary law and practice
and Farmers' Rights (Posey and Dutfield, 1996).

The concepts underpinning traditional resource rights compliment work undertaken within the Working Group
on Indigenous Populations of the UN Sub-Commission on Prevention of Discrimination of Minorities (see box 3).

Community Intellectual Rights

The Third World Network has proposed elements for a sui generis system "to protect the innovations and intellec-
tual knowledge of local communities" (Singh Nijar, 1996). The central premise of the system is primarily defen-
sive since it is based on the "underlying assumption that...indigenous peoples and local communities need to be
protected from commoditisation of their knowledge and their resources" (Singh Nijar, 1996).

The system is conceptually designed around the rejection of "the concept of privatised, individualised or
corporatised knowledge or concepts of creativity" since indigenous and local knowledge is created collectively
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(Singh Nijar, 1996). It therefore follows that the community as a whole would own its knowledge. Furthermore,
because indigenous and local knowledge has accrued incrementally over time, and will continue to evolve into
the future, the right created endures for perpetuity and cannot be extinguished. Communities would be desig-
nated the custodians of their innovations for the benefit of future generations; the right could not be divested,
though the community could commercialise the protected innovation. Finally, it is proposed that no exclusive
monopoly rights could be extended over the knowledge so protected.

Other elements of the system address free exchange of the innovations between communities when commercial
use is not contemplated, seeking consent to commercially use a protected innovation along with general param-
eters for benefit-sharing, local community registration, a registry of invention, proof of invention, designation of
a technical institution to identify and characterise a community's innovations, co-ownership of an innovation
between two or more communities, and rights to enforce, monitor or further the innovation.

Community Registers

In India, traditional knowledge systems tend not to be recorded (Kothari, 1997). They are orally transmitted. A
project is now underway to create "people's biodiversity registers". The registers are data banks of local knowl-
edge on wild and domesticated plants, animals and local conservation practices (Dutfield, 1997). They are the
centrepiece of a larger proposal to establish a decentralised regime on access to biological resources and associ-
ated knowledge within India. The regime would be supported by legislation and overseen by local institutions
(panchayati raj) on behalf of local people. Local people would develop and maintain the registers. As of early
1998, approximately sixty people's biodiversity registers have been completed or are nearing completion in nine
Indian states (Dutfield, 1998). In its five year plan the State of Kerala has undertaken to document biodiversity
through biodiversity registers. Financial and administrative resources have been allocated (Anuradha, 1997).

The registers are premised on the need to heighten the awareness of local people and the Indian government of
the value of and trade in Indian biological and genetic resources and associated knowledge, while empowering
local communities to control access attractive for commercial uses. Knowledge in the registers would not be
released by the panchayati raj without the knowledge and consent of the villages from which it came (Kothari,
1997). Access to the registers, and access to biological resources within community areas, will depend on pay-
ment of a fee. Fees deposited into a fund will be distributed according to decisions made at village level meetings
(Dutfield, 1997).

Three major informational components of the people's biodiversity registers have been identified: (1) knowledge
about species, their uses and related techniques of use; (2) knowledge and facts about nature; and (3) traditional
ecological knowledge. The first category primarily interests entrepreneurs, whereas all three categories are inter-
esting to local people (Ghate, 1997). Therefore, the registers could be used as a tool to enrich the knowledge of
local people. The system would not actually require secret knowledge about species, uses or techniques to be
recorded but only "enough detail to establish legitimate prior claims of the original holders" to ensure control
over subsequent use and benefit-sharing (Ghate, 1997). A legal and policy framework would be established to
sanction misuse of secret knowledge.

Translating Traditional Knowledge into Trade Secrets

The traditional knowledge of indigenous and local communities is like many other information goods: once the
information is released to others, and enters the "public domain", virtually all control over its consumption by
third parties is lost (Vogel, in press). Intellectual property rights, such as trade secrets, can help maintain control
over how a community's intellectual property is used and what benefits may accrue. According to Vogel, "trade
secrets are confidential information for which the possessors have taken demonstrable efforts to maintain as
confidential" (Vogel, in press).

continued on the next page
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Vogel has argued that just as a cartel is needed to prevent countries from competing in a price war for the
provision of biological resources in random screening bioprospecting (Vogel, 1994), a cartel is also needed to
prevent indigenous and local communities from competing in a price war for the provision of useful knowledge
in ethnobioprospecting (Vogel, 1997). By transforming traditional knowledge into trade secrets communities can
achieve a cartel over their knowledge.

A project sponsored by the Inter-American Development Bank, CARE-Ecuador and EcoCiencia sets out to
achieve a cartel over traditional knowledge within Ecuador, and later, within neighbouring countries. The objec-
tive of the project's pilot phase is to catalogue traditional knowledge in a customised database housed in regional
centres such as universities or NGOs.

Confidentiality will be maintained through a hierarchy of access restrictions and contractual obligations over the
database and its data sets. Participating communities manage their own file of traditional knowledge and cannot
access the files of other communities.

A central database manager will filter deposited knowledge across communities to determine which communi-
ties hold the same knowledge. The database manager will then filter the knowledge against that which already
exists in the public domain through NAPRALERT, the on-line botanical database offered by the University of
Illinois-Chicago.

Knowledge not yet in the public domain, and therefore classifiable as a trade secret, can be marketed to a poten-
tial user directly by a participating community or through an intermediary. Any transfer will be subject to a
material transfer agreement to ensure benefit-sharing and maintain the knowledge as confidential. Public domain
knowledge listed in NAPRALERT regarding a local species, but forgotten or unknown to the community, can be
repatriated.

All benefits are to be paid in money and split between the government and all communities that deposited the
same knowledge in the database. The community share of the economic rents will be used to finance public
projects.

Know-how Licenses

A know-how license is a contractual legal instrument applied to the intellectual property embodied in, for exam-
ple, biotechnology or computer software. Know-how licenses allow knowledge to be used without actually pass-
ing title to it (Tobin, 1997b).

A know-how license, derived in-part from model biotechnology licenses provided by the World Intellectual
Property Organisation, has recently been used to protect the interests of the Aguaruna people of the Nor Marañon
region of the Peruvian Amazon over their medicinal knowledge (Tobin, 1997b). The Aguaruna are participating
in a bioprospecting project sponsored by the government of the United States' International Cooperative Biodi-
versity Group Program (ICBG) with researchers from Washington University, two Peruvian Universities and
Searle & Co., the pharmaceutical division of Monsanto.

The project targets for screening only biological resources used by the Aguaruna for medicinal purposes. This
key point was used by the legal team of the Aguaruna to argue that "it was not the resource itself but the use which
had value...therefore indigenous peoples should control the use of resources" in the screening activities proposed
(Tobin, 1997a). The strong nexus between the use and the targeted biological resource led to the negotiation of a
know-how license that covered the use of medicinal knowledge. Importantly, if the know-how license was ever
terminated, all rights over the respective biological resources collected would also terminate.

The strong nexus between medicinal use and the targeted biological resources led the Aguaruna and Searle to
agree to apply the know-how license to medicinal knowledge regardless of whether the knowledge was in the
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public domain. This was an important achievement for the Aguaruna because it meant that a major transnational
corporation acknowledged that "indigenous peoples have an absolute right to control use of their knowledge in
spite of it being in the so-called 'public domain'" (Tobin, 1997a).

Other highlights of the deal include (Tobin, 1997a):

• direct and continuing economic benefits to the Aguaruna, including a collection fee and an annual know-how
license fee, as well as milestone payments as research and development progresses;

• full knowledge over sample use;
• grant backs of royalty free licenses over products developed;
• non-exclusivity;
• no patents over life forms;
• unrestricted worldwide use, sharing, selling or transfer of medicinal plants, products or knowledge covered

by the agreement for the Aguaruna, Huambisa and other indigenous peoples, provided there is no infringe-
ment of patents held by Searle;

• a trust fund administered by the Aguaruna and Huambisa peoples;
• full university scholarships for selected Aguaruna students;
• parataxonomy training;
• software for local and national registers of indigenous knowledge;
• preferential treatment to Peruvian companies to distribute resulting products; and
• closely monitored entry into indigenous lands with collecting limited to those communities which signed the

agreement.

At the time of the negotiation Peru had no legislation, for example, covering who could legitimately represent the
interests of indigenous peoples in negotiations over rights to use biological resources associated with medicinal
knowledge. Additionally, the customary laws of the indigenous peoples involved did not help to resolve the issue
either. The deal between the Aguaruna and Searle was essentially negotiated in a legal and institutional void,
guided only by the framework provided by international legal principles such as ILO Convention 169 and the
Convention on Biological Diversity. Reliance on international instruments strengthened the bargaining position
of the Aguaruna (Tobin, 1997a). Because the negotiation process did not involve direct intervention by the Peru-
vian government, the Aguaruna were responsible for ensuring that the agreement not only benefitted them and
other indigenous communities, but also the national interest as well (Tobin, 1997a).

Contracts

Contractual methods to capture benefits are probably the most practical tool for ensuring benefit-sharing. They
have been used in situations even where the legal framework for genetic resources has not yet been created.
However, contracts should work best in situations where a legal and institutional framework for genetic resources
is already in place.

Contracts involving indigenous and local communities will be most useful if they are undertaken within a larger
framework of environmental and human rights law, contract law (the ability to contract and enforce), intellectual
property law, tort law (conversion, duties to disclose information) and property law (trespass) (Shelton, 1995;
Laird, 1995). Where parties to the contract are foreign, then private international law, notably that dealing with
international business transactions, is also relevant (Laird, 1995; Shelton, 1995). The relationship between cus-
tomary or traditional law and the statutory legal framework needs to be reviewed to minimise conflicts. When-
ever possible, the contract should consider customary legal traditions and this could be specified in legislation.

The possible limitations of contractual approaches for indigenous and local communities should not be over-
looked, but many can be addressed in the negotiation phase of the agreement. Factors such as contracts not being
binding on third parties, high transaction costs for the parties to enter into and enforce the agreement, unfamili-
arity with formal legal systems and a disparity in bargaining power, may significantly limit the extent to which
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this approach can be used effectively. Contractual methods also may not adequately protect intellectual property
rights in relation to genetic resource innovations such landraces or associated knowledge unless they are used in
combination with tools such as community registers, trade secrets or know-how licenses.

The limitations of contractual approaches could be minimised if legislation was drafted keeping in mind the
special needs of indigenous and local communities. Downes et al. (1993), Laird (1993), Shelton (1995), Grifo
and Downes (1996) and Putterman (1997) have all discussed possible elements for contracts derived in part from
contracts currently being used in various parts of the world. A contractual arrangement proposed by the Global
Coalition for Biological and Cultural Diversity, particularly with indigenous peoples in mind, tries to move
beyond the conventional contract approach.

This group developed a model "Covenant on Intellectual, Cultural and Scientific Property" (Posey and Dutfield,
1996). The Covenant is designed to be more than simply a contract. Instead it endeavours to provide the basis for
a long-term commitment between indigenous communities and potential users. It is intended to guide the parties
into ethical and equitable long term associations of mutual benefit with regard to genetic resources and associ-
ated knowledge. Some of the features of the Covenant include establishing:

• a legal fund for a community as part of an "up front payment", which is meant to help offset the financial
handicap of indigenous peoples in access to legal assistance and litigation;

• an independent monitor to evaluate the state of the agreement;
• informed consent and joint planning; and
• concern for the environment (Posey and Dutfield, 1996).

It also emphasises planning within the community on the implications of cultural, social and economic change,
mechanisms for income sharing and distribution, the improvement of communal life and income allocation to
strengthen the larger ethnic group.

Capacity-Building Considerations

In some instances intervention by governmental or non-governmental organisations on behalf of indigenous or
local communities may be needed to develop their capacity to control access and secure benefits. Of course,
intervention through governmental channels may be viewed with scepticism, particularly by indigenous peoples,
if it will merely lead to centralisation and government control over the genetic resources found in the areas that
indigenous and local communities inhabit or use. Scepticism will likely be greatest where governments have not
acted in the best interests of indigenous and local communities in the past. Any governmental intervention should
support the capture of benefits by community institutions and avoid centralised control.

In States where indigenous and local communities are comfortable working with the government, mechanisms
might be explored which guarantee respect for the wishes of communities in whose areas activities targeted at
genetic resources and/or associated knowledge are proposed. These might include (1) identifying the communi-
ties living in areas where the activities will occur; (2) consultation by the government or by a designated NGO
with the communities to ascertain their interest in allowing the activities in their areas and in negotiating an
agreement with potential users; (3) assisting communities to negotiate terms of access and benefit-sharing; (4)
reviewing the agreement between a community and a potential user to ensure conformity with relevant access
criteria (IUCN, 1994); and (5) monitoring the relationships developed.

To supplement these mechanisms, in addition to providing the fundamental rights described earlier, legislation
might specify that prior to a potential user's access to the areas inhabited or used by indigenous and local commu-
nities their informed consent, based on full knowledge from the information supplied to them, must be obtained
first. It might also specify that access and benefit-sharing must be consistent with the communities' beliefs,
traditions, practices or laws. This could be taken one step further by requiring positive proof of informed consent
before the State can make an affirmative access determination (see section 2.1.4).
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3.2.5.1.2 Collections, Records and Databases

The specimen collections, records and databases of
ex-situ conservation facilities and other institutions,
such as museums, are also potentially valuable
sources of information. In some cases, ethno-bio-
logical knowledge is associated with these sources.
Any planning process on access to genetic resources
should identify these sources of information to fa-
cilitate a decision as to whether proposed legislation
should cover them. Access legislation could poten-
tially reach these sources depending on the legal sta-
tus of the materials, as well as that of the correspond-
ing institutions within which the materials are lo-
cated.

Ownership issues predominate. Distinctions may need
to be made between materials and institutions which
are publicly or privately owned. One criterion which
might be considered is whether the institution or the
data collected is or was supported by government fund-
ing. Charging fees for access to collections and
databases (Cohn, 1995) and entering into access agree-
ments could be contemplated.

As with physical access to genetic resources, a line may
need to be drawn between access for non-commercial
and commercial uses, so as not to impede non-com-
mercial scientific research.

3.2.5.2 Access to Information and Knowledge Derived From Genetic Resources

As in the situation with derivatives of genetic re-
sources, it will be difficult to actually regulate ac-
cess to information derived from genetic resources.
Therefore, this type of derived product probably can-
not be readily defined within the scope of applica-
tion of the access legislation.

Nevertheless, access agreements can provide for who
is to own or control the information subsequently

derived from genetic resources after access in order
to clarify control and help ensure benefit-sharing.
Legislatively mandated minimum terms and condi-
tions for access agreements could clarify ownership
of this information and ownership over biological
samples, set limits on dissemination and ensure that
derived benefits are shared fairly and equitably.

3.2.6 Geographical Locales to Which Access Legislation Could Apply

Access legislation should clarify to which geographi-
cal areas within the jurisdiction of the State it ap-
plies. Areas within the limits of the national juris-
diction of the State are (1) the land territory within
its internationally recognised borders and, for any
coastal State, its (2) territorial waters, as well as the
(3) various maritime zones adjacent to them (for ex-
ample, the fishery zone, exclusive economic zone
and the continental shelf).

The jurisdiction of a State over its land territory is
only limited by the rights of other States to exercise
the same jurisdiction over their own territory, or by

obligations under international law. In contrast, the
rights of States over the maritime zones varies. The
geographical limits, as well as the rights and obliga-
tions of the coastal States with regard to each of them,
are defined by the law of the sea (see boxes 7 and 8).

The geographical locale issue is particularly impor-
tant in regionalised or federal States. Depending on
the circumstances within the State, access legisla-
tion should also indicate whether it applies to com-
munal land and sea territories and private property.
It could refer to whether or not consent of the owner,
holder or usufructuary is required prior to access.

Box 7. The Legal Status of Marine Genetic Resources

The provisions of the Convention on Biological Diversity (CBD) apply to the marine environment though this is
not explicit. For example, the term "biological diversity" is defined in article 2 to include marine systems.

Article 4 defines the jurisdictional scope of the Convention on Biological Diversity. For components of biologi-
cal diversity, article 4(a) defines the jurisdictional scope as the areas "within the limits of national jurisdiction".
This includes the maritime zones under national jurisdiction. Pursuant to article 4(b), the Convention applies to
processes and activities carried out within the areas of national jurisdiction or beyond the limits of national
jurisdiction, such as the high seas.
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Article 22 requires Contracting Parties to "implement this Convention with respect to the marine environment
consistently with the rights and obligations of States under the law of the sea". In effect, this requirement means
that measures to implement the Convention may not contradict or undermine national rights and obligations
deriving from the law of the sea as defined by customary international law and treaty. It also implicitly means that
the law of the sea can be used to support the implementation of the Convention.

The law of the sea is important because the rights and obligations of coastal States and of other States conducting
activities in the ocean vary depending on the location of the activity. In other words, in defined offshore zones
coastal States have specified rights and obligations vis-a-vis other States.

Since its entry into force, the 1982 United Nations Convention on the Law of the Sea (UNCLOS) is the primary
source of "newer" law of the sea as it sharpens and makes more precise ambiguities found in earlier treaties, while
introducing new rights and obligations as between its parties. UNCLOS entered into force on 16 November 1994
and presently has over 110 parties. It has been widely signed and ratified by developing States, but only by a
handful of developed States.

Among its parties, UNCLOS prevails over the four earlier Conventions on the Law of the Sea' (UNCLOS article
311(1)). Furthermore, many of its provisions have been accepted as customary international law. The preamble to
UNCLOS notes, however, that "matters not regulated by this Convention continue to be governed by the rules
and principles of general international law" (UNCLOS preambular paragraph 8).

Unlike the Convention on Biological Diversity, UNCLOS makes no reference to genetic resources. Instead,
UNCLOS refers to "natural resources", "living marine resources" and "living organisms". These references clearly
relate to all living species, but considering the period and circumstances during which they were negotiated,
negotiators probably had not anticipated these terms to be used in the context of genetic resources (Glowka,
1996). For the purposes of access and benefit-sharing, however, these terms are broad enough to include animals,
plants and micro-organisms such as bacteria and fungi and their genetic material.

The Law of the Sea Convention creates various maritime areas within which coastal States can expect to exercise
various rights and fulfil certain obligations. For example, in some cases, coastal State rights must be exercised
consistently with the rights and obligations of other States with respect to marine living resources. In summary:

• Within the internal waters and territorial sea, the coastal State has sovereignty over its living resources (see
generally, UNCLOS Part II).

• On the continental shelf, the coastal State has sovereign rights over the exploration and exploitation of
natural resources, including non-living resources and sedentary species (see generally, UNCLOS Part VI).

• In the exclusive economic zone (EEZ), the coastal State has sovereign rights for purposes of exploring and
exploiting living resources, qualified by conservation and management obligations and, in principle, sharing
of surplus living resources not harvested by coastal State (see generally, UNCLOS Part V).

• Subject to the rights of other States, the living resources of the high seas — the water column and seabed
beyond the limits of any national jurisdiction — are freely accessible by every State (see generally, UNCLOS
Parts VII and Part XI).

Article 15(1) of the Convention on Biological Diversity reaffirms that States have sovereign rights over their
natural resources, and by extension sovereign rights over the genetic resources found in areas within their juris-
diction. The authority for governments to determine access to genetic resources derives from a State's sovereign
rights over them. The legal status of genetic resources under the Convention on Biological Diversity neither
conflicts with nor undermines that for the exploration and exploitation of marine living resources within the
maritime zones designated by UNCLOS.

1 These are the Convention on the Territorial Sea and the Contiguous Zone (Geneva 1958), the Convention on
the High Seas (Geneva 1958), the Convention on Fishing and Conservation of the Living Resources of the
High Seas (Geneva 1958) and the Convention on the Continental Shelf (Geneva 1958).

continued on the next page
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A coastal State exercises sovereign rights over the genetic resources found within its EEZ and on its continental
shelf for purposes of their exploration and exploitation. Neither "exploration" nor "exploitation" are defined by
UNCLOS however.

In the minerals and fisheries contexts in which they are typically applied, the terms "exploration" and "exploita-
tion" are generally associated with commercial activities intended to generate information and discover useful
natural resources. The information, data or samples collected may be economically important and consequently
may not be freely available even to the particular coastal State in whose waters the activities are occurring except
if required by law. This is in contrast with information, data and samples collected for purposes of marine scien-
tific research (see box 8).

Under UNCLOS, a Coastal State has sovereign rights over the exploration and exploitation of living resources
which enable it to control access for these purposes. It follows from this that a government has the authority to
determine access to marine genetic resources when their exploration or exploitation neither conflicts with nor
undermines the law of the sea.

3.2.6.1 State Practice

The draft Fijian legislation is a succinct example to
refer to. It provides that biodiversity prospecting in
any marine or terrestrial area is prohibited without
prior approval via a special permit (section 254(2)).
In addition, the application procedure includes sub-
mitting "any agreement concluded with native land
owners ... concerning access to land or resources on
such land" (section 254(4)(vii)(A)).

The Philippines Executive Order is limited to pros-
pecting of all biological and genetic resources in the
"public domain, including natural growths in private
lands" (section 3, Implementation Regulations). The
public domain comprises the "waters and lands
owned by the State that have not been declared al-
ienable and disposable" (article 2.1(z), Implementa-
tion Regulations). What constitutes "natural growths"
is not clarified.

Prospecting is "allowed within the ancestral lands and
domains of indigenous cultural communities only with
[their] prior informed consent" (section 2(a), Execu-
tive Order). The prior informed consent of "concerned
local communities" is also required but the requirement
is not explicitly linked to geographical locale (section
2(b), Executive Order).

The Andean Pact Decision speaks more generally in
terms of genetic resources found in the territories of
member states (article 3). For purposes of the Com-
mon Regime, the legal status of genetic resources is
distinct from that of biological resources. The prop-
erty regime over a particular area in which are found
biological resources containing the genetic material
or derivatives sought only entitles the owner, occu-
pier or administrator to enter into accessory contracts
(article 41 (a)). They cannot grant access to genetic
resources and derivatives. This is reserved for the
competent national authority. However, the rights of
communal or private holders of land from which bio-
logical resources are sought as genetic resources are
to be safeguarded by the competent national author-
ity of each member state (article 50(d)).

The Second Draft Proclamation on the Conservation
of Biological Diversity of Eritrea applies to the ar-
eas under national jurisdiction. This includes land
subject to a private right of use and "land used by
pastoralists or other communities or groups with tra-
ditional interests in that land" (article 49(a) and (b)).
Consent of the usufructuary or the communities/
groups involved is required for access to resources
located on these lands.

3.2.7 Activities to Which the Access Legislation Could Apply

The activities regulated by the access legislation are
very much related to the ultimate purposes or objec-
tives of physical access to genetic resources, in oth-
ers words, why the genetic resources are sought.
Genetic resources will be sought for commercial and
non-commercial reasons. It may be advantageous for

planners and legal drafters to consider whether ac-
cess legislation should distinguish between the two.

The primary rationale for making a distinction is that
it is presumed that non-commercial scientific re-
search advances human understanding of the natural
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world primarily through publication and dissemina-
tion of the research results generated. But, because
of resource limitations, researchers undertaking non-
commercial scientific research may not be able to
afford expensive or time consuming regulatory proc-
esses, unless the time and money have been factored
into the overhead of their project. Burdensome regu-
latory procedures could become a disincentive for
undertaking important research within a country be-
cause researchers may simply stay home or go else-
where.

Access procedures could be tailored to take these
issues into consideration, while at the same time
maintaining the country's interests in future benefit-
sharing through access agreements. It is important
to realise however that resource limitations have also
pushed greater numbers of academic institutions to
enter into strategic alliances with industry. As a re-
sult, the distinction between non-commercial "sci-
entific" use and commercial use of genetic resources
is becoming less clear. A possible solution would be
to shift the point of negotiating direct financial ben-
efits for end uses of genetic resources to the time of

3.2.7.1 State Practice

commercialisation instead of at the point of access
(Vogel, 1997), keeping in mind that an access agree-
ment would still be necessary prior to access.

In determining whether to distinguish between com-
mercial and non-commercial activities involving ge-
netic resources the State will also need to review its
international obligations. For example, coastal States
party to the 1982 United Nations Convention on the
Law of the Sea, should keep in mind that the Part
XIII marine scientific research provisions emphasise
the distinction between commercial investigative
activities and non-commercial scientific activities on
the continental shelf and within exclusive economic
zones (see box 8). Discretion to withhold consent
can be executed when the research is of direct sig-
nificance to the commercial exploration and exploi-
tation of living or non-living resources (article
246(5)(a)).

It may also be desirable to negotiate agreements with
appropriate States to ensure that bioprospecting does
not occur on embassy or other grounds not subject
to the laws of the host country.

Even with the blurred lines between non-commer-
cial and commercial activities, the Costa Rican (ar-
ticle 50) and Philippine (section 3, Executive Order;
sections 7 and 8 Implementation Regulations) laws
do make the distinction between commercial and
non-commercial activities. They set out different re-
quirements for each.

In general, non-commercial uses of genetic resources
are subject to less rigorous rules than uses with com-
mercial intent. Typically non-commercial research
is to be undertaken by an institution accredited with

the national government as is the case in the Philip-
pines (section 3, Executive Order). This implies the
creation of an accreditation procedure, and the ex-
istence of a list of approved institutes. These do not
seem to be provided for in the legislation examined
to date.

Aside from applying to activities related to physical
access to genetic resources, another activity to which
some legislation applies is the export of genetic re-
sources (see section 3.5).

Box 8. Marine Scientific Research Activities and Access to Genetic
Resources

A coastal State has sovereign rights over the commercial exploration and exploitation of the genetic resources
found within its maritime zones (see box 7). Therefore, the government has the authority to determine access to
marine genetic resources. Under the 1982 United Nations Convention on the Law of the Sea (UNCLOS) sover-
eign rights over genetic resources are qualified when marine scientific research is proposed for the genetic re-
sources of the continental shelf and exclusive economic zone.

"Marine scientific research" has not been defined in either the 1958 or 1982 Law of the Sea Conventions. Physi-
cal, chemical and biological oceanography, marine biology and marine geology are the basis of marine scientific
research. Marine scientific research involves information, data or sample collecting without the intent of com-
mercial gain. Although the information gathered may be commercially valuable it is freely available and ex-
changed. Marine scientific research therefore adds to the sum of human scientific knowledge on a particular
subject. In contrast, information, data and samples collected as a result of the commercial investigative activities
which characterise "exploration" are typically not freely available.

continued on the next page
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Marine scientific research is characterised by publication and dissemination of research results. Publication and
dissemination are key distinguishing features and are fundamentally important to ensure that all States, at least in
principle, benefit from the work undertaken (Soons, 1982; UN Office for Ocean Affairs and the Law of the Sea,
1991); UNCLOS article 246(3)). Article 244 of the 1982 UNCLOS requires States and competent international
organisations to publish and disseminate information and knowledge on proposed research programmes and
their results including scientific data.

The nature of the activity appears to distinguish the terms applied — whether marine scientific research or
exploration — and therefore the consequent rights available and the obligations incurred under UNCLOS. One
problem realised by the drafters of UNCLOS is that it is increasingly difficult to distinguish between marine
scientific research and commercial investigative activities related to exploration or exploitation of a coastal State's
natural resources.

Balancing the tension between the equally valid needs of facilitating marine scientific research worldwide, and
permitting coastal States to control it in areas where they exercise jurisdiction over natural resources to better
ensure benefit sharing, is the ultimate goal of the treaty-based legal regime governing marine scientific research
under UNCLOS (Soons, 1982).

The 1982 UNCLOS was intended to be "comprehensive of all ocean uses and their inter-relationships" (UN
Office for Ocean Affairs and the Law of the Sea, 1991). Its preamble recognises the study of the marine environ-
ment as desirable.

Part XIII of UNCLOS governs marine scientific research in all areas of the sea. Coastal States have jurisdiction
to regulate, authorise and conduct marine scientific research in their EEZ and on their continental shelf (UNCLOS
article 246(1)).

Coastal States are to grant consent in "normal circumstances" if marine scientific research projects are to be a
carried out (1) in accordance with the Convention; (2) exclusively for peaceful purposes; and (3) to increase
scientific knowledge of the marine environment for the "benefit of (hu)mankind as a whole" (UNCLOS article
246(3)). To minimise delays and create a uniform process, coastal States are to establish appropriate rules and
procedures (UNCLOS article 246(3)) for communication through "appropriate channels" (UNCLOS article 250))
including diplomatic channels (UN Office for Ocean Affairs and the Law of the Sea, 1991). Normal circum-
stances may exist despite the absence of diplomatic relations (UNCLOS article 246(4)).

Coastal States have the discretion to withhold consent if the research project "is of direct significance to the
[commercial] exploration and exploitation of natural resources, whether living or non-living" (UNCLOS article
246(5)(a)). They can also withhold consent when information transmitted concerning the nature and objectives
of the project is inaccurate or if the researching State or competent international organisation has outstanding
obligations to the coastal State from a prior research project (UNCLOS article 246(5)(d)).

As an incentive for compliance, the outstanding obligations of an institution with regard to the conditions of
consent are justification for the coastal State to withhold its consent to other research projects from different
institutions within the same researching State (UN Office for Ocean Affairs and the Law of the Sea, 1991).

A coastal State cannot exercise discretion to withhold consent for marine scientific research projects on the
continental shelf in areas beyond 200 nautical miles from the baseline of the territorial sea if activities are pro-
posed outside specific areas publicly designated by the coastal State. The designated areas must have, or within
a reasonable period of time will have, exploitation activities or detailed exploratory operations occurring within
them.

To initiate the consent process the researching State or competent international organisation is to provide the
coastal State with, among other things, a full description of the nature and objectives of the project (UNCLOS
article 248). This is to occur not less than six months in advance of the starting date of the project.

continued on the next page
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Coastal State consent for marine scientific research projects in the EEZ or on the continental shelf can be either
express or implied. Implied consent occurs (1) when the coastal State fails to respond within four months of the
date information is supplied to obtain consent (UNCLOS article 252) or (2) when research is to be undertaken by
a competent international organisation of which the coastal State is a member and which the coastal State ap-
proved when the organisation decided to undertake the project (UNCLOS article 247; Soons, 1991).

A short exhaustive (UN Office for Ocean Affairs and the Law of the Sea, 1991) list of conditions are imposed on
the researching State or competent international organisation by UNCLOS after the coastal State grants consent
(UNCLOS article 249). The researching State or competent international organisation is to:

• ensure the participation or representation of the coastal State in the marine scientific research if it so desires,
without the coastal State being obliged to contribute to the costs of the project (UNCLOS article 249);

• provide preliminary reports and final results at the request of the coastal State (UNCLOS article 249(1 )(b));
• undertake to provide access to the samples and data collected, at the request of the coastal State, and furnish

copiable data and samples capable of being divided without diminishing their scientific value (UNCLOS
article 249(1 )(c));

• provide, at the request of the coastal State, sample and data assessment and research results or assist in their
assessment or interpretation (UNCLOS article 249(1 )(d)); and

• ensure international availability of the research results (UNCLOS article 249(1 )(e)), subject to the prior
agreement of the coastal State (UNCLOS article 249(2)).

In instances where there is no duty to grant consent, but consent is granted, a coastal State may impose any
conditions (UNCLOS article 249(2); UN Office for Ocean Affairs and the Law of the Sea, 1991)).

Coastal States have the right to suspend marine scientific research particularly where it is not being conducted
pursuant to the information upon which consent is based (UNCLOS article 253(1 )(a)).

Part XIII makes special reference to neighbouring land-locked and geographically disadvantaged States. Re-
searching States or competent international organisations are to (1) notify them of the proposed project (UNCLOS
article 254( 1)), (2) supply relevant project information after coastal State consent is granted (UNCLOS article
254(2)), (3) give them, where feasible, the opportunity to participate at their request and (4) provide upon request
an assessment of data and samples collected or assist in their assessment (UNCLOS article 254).

States and competent international organisations are responsible for ensuring that marine scientific research
undertaken by them or on their behalf is conducted in accordance with UNCLOS (UNCLOS article 263(1)). In
instances of dispute, States party to the 1982 UNCLOS can avail themselves to compulsory dispute settlement
procedures of UNCLOS (UNCLOS article 264). Disputes involving issues of a coastal State's right or discretion
regarding marine scientific research (UNCLOS article 246) are exempt from binding results (UNCLOS article
297(2)).

The consistent implementation of article 15 with the law of the sea, will require coastal State Parties to the
Convention on Biological Diversity to carefully consider UNCLOS Part XIII if they are also a party to UNCLOS.
For marine scientific research involving the EEZ and the continental shelf, UNCLOS attempts to carefully bal-
ance the needs of coastal States, researching States and land locked and geographically disadvantaged States. At
the same time it tries to further marine scientific research. In these areas, UNCLOS sets the standard and stricter
measures taken pursuant to the Convention on Biological Diversity which disrupt this balance could be inter-
preted as inconsistent.

There are a number of potential problem areas. One example relates to the exhaustive list of conditions a coastal
State is allowed to impose on marine scientific research. On face, it would be inconsistent for a coastal State to
add an additional condition, for example protecting its interests in the event that some time in the future organ-
isms collected pursuant to marine scientific research are used in commercial biotechnological applications. In the

continued on the next page
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end, to ensure their commercial interests in the materials collected from the continental shelf or EEZ coastal,
States might simply regard any marine scientific research involving biological resources as of direct significance
to their commercial exploration and exploitation, thereby defeating the purpose of Part XIII.

In 1989 the United Nations Office for Ocean Affairs and the Law of the Sea conducted a survey of national
legislation and regulations regarding marine scientific research. The document produced compiles legislation
from 103 of 140 coastal States, self-governing associated States and Territories (UN Office for Ocean Affairs and
the Law of the Sea, 1989). None of the legislation referred to genetic resources directly. Instead, many laws
reflected the text of the 1982 UNCLOS marine scientific research provisions, in particular, subjecting such re-
search to their consent. Some were particularly oriented to minerals and fisheries.

Even though the survey was conducted before the entry into force of the Convention on Biological Diversity, it is
instructive in three respects. First, it indicates the synergistic effect the 1982 UNCLOS could have on the imple-
mentation of article 15 of the Convention on Biological Diversity. Second, it indicates that many coastal States
may already have in place legislation that is adaptable for ensuring the sharing of benefits derived from the
scientific or commercial use of genetic resources taken from their internal waters, territorial sea, continental
shelf, fishing zone or exclusive economic zone. Third, and perhaps most importantly, with proper internal harmo-
nisation, marine scientific research legislation, and similar legislation for terrestrial scientific research, could
serve as the basis for a comprehensive treatment of genetic resources and the benefits derived from their use.

3.2.8 Actors to Which Access Legislation Could Apply

One of the early scope-related decisions to be made
is whether the legislation should apply to nationals,
non-nationals or both. Ideally, access legislation
should apply to both nationals and non-nationals.

The rationale is simple. Genetic resources can gen-
erate benefits when used within the country and out-
side, even if endogenous technological capabilities
are not far advanced. Furthermore, in practice, it may
be difficult to distinguish between nationals and non-
nationals, especially where local collectors are act-
ing as intermediaries for non-national actors, or
where transnational enterprises have affiliate offices
in the country.

In some cases the local research community can be
the knowing or unknowing gateway for genetic re-
sources to leave a country, especially where the lure
of collaborative research, access to financial re-

3.2.8.1 State Practice

sources and technology transfer create incentives to
work with foreign researchers and institutions. This
could, however, be overcome by subjecting the agree-
ment between a commercial collector and its princi-
pal to scrutiny as part of the access determination
procedure (see section 3.4). In addition, a registry of
authorised, accredited or licensed collectors might
be established.

Access legislation should also clarify whether it ap-
plies to natural or legal persons or both. Access leg-
islation should clearly apply to governmental insti-
tutions within the providing country which may wish
to access genetic resources.

For diplomatic personnel it will be necessary to ne-
gotiate agreements with the appropriate States to
ensure that genetic resources do not leave via diplo-
matic channels.

The legislation of the Republic of Korea only ap-
plies to foreigners hoping to access genetic resources
(article 25-4). Other than the draft Kenyan law (sec-
tion 38(1)) which apparently applies only to non-
citizens of Kenya, it is unclear whether the other Af-
rican enabling laws described in section 3.0 apply
only to foreigners, although in all cases developing

guidelines on germplasm export seems to be the pri-
mary focus.

The draft Fijian legislation (section 254(3)), draft Ni-
gerian National Parks Decree (section 27(a)), and the
Philippines Executive Order (section 3) apply to both
nationals and non-nationals. This is also suggested
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in the legal technical report for the Seychelles (sec-
tion 53(1)).

The Philippines legislation subjects the agreement
between a commercial collector and its principal to
scrutiny as part of the access determination proce-
dure (section 3, Executive Order). In addition, the
legislation clearly applies to natural and legal per-
sons as well as governmental institutions (section
3. l(a), Implementation Regulations). The Implemen-
tation Regulations are quite comprehensive and ap-
ply to "foreign and local individuals, entities, organi-
sations, whether government or private" (section
3.1 (a)).

In some cases, for instance in Costa Rica, nationals
may be entitled to special treatment. This includes
being subject to lower licensing fees or being au-
thorised for access longer than for non-nationals (ar-
ticle 39).

In the Philippines only "duly recognised" national
institutions can enter into non-commercial research
agreements with the government (section 3, Execu-
tive Order). Foreign entities, whether legal or natu-
ral persons, must enter into a commercial research
agreement (section 3, Executive Order).

3.2.9 Exclusions From the Legislation's Scope of Application

Another aspect of the scope of legislation issue which
could be considered is whether to include explicit
exclusions to the application of the law. In other
words, what will not be regulated by the legislation.
Three possibilities might be considered. These are

(1) customary use of genetic resources (2) specific
uses of biological resources and (3) genetic resources
obtained prior to the enactment of the legislation (ret-
roactivity).

3.2.9.1 Customary Use of Genetic Resources Excluded

The use and free exchange of genetic resources is
integral to the economic, religious and cultural well-
being of indigenous and local communities through-
out the world. Preambular paragraph 12 of the Con-
vention on Biological Diversity recognises this. In
addition article 10(c) requires each Party to protect
and encourage customary use of biological resources
compatible with conservation and sustainable use of
biological diversity. Use must be in accordance with
traditional cultural practices.

While customary uses of genetic resources could
be excluded implicitly from the scope of access
legislation it may be desirable to make explicit
their exclusion. In so doing the validity and sig-
nificance of customary use to indigenous and lo-
cal communities will be more widely recognised

outside of these communities, and there will be
no confusion when the law is applied.

Article 4(b) of the Andean Pact Decision 391 is per-
haps most comprehensive. It excludes from the scope
of the Decision the biological and genetic resources
exchanged among indigenous and local communi-
ties when these are used for their own consumption
and in their daily practices. Included as well are "de-
rived products", such as molecules, mixtures and raw
extracts (article 1)).

The draft Eritrean biodiversity proclamation excludes
genetic resource exchanges among local communi-
ties for traditional, non-commercial purposes (arti-
cle 46(b)). A customary use exclusion is provided
for in the Philippines Implementation Regulations
(section 3.l(b)).

3.2.9.2 Specific Uses of Biological Resources Excluded

The existing examples of access legislation typi-
cally specify what intended genetic resources uses
will trigger the prior informed consent require-
ment. Typically the trigger is "access" or "bio-
prospecting". These are then defined to include
certain activities such as research, collection or
use for particular commercial or non-commercial
purposes. Specifying which uses or activities trig-
ger the prior informed consent procedure of the
legislation, implicitly highlights those that do not
(IUCN, 1994).

The Andean Pact Decision clarifies State authority
over genetic resources and derived products. The pro-
cedures triggered do not prejudice the property re-
gimes already in place over biological resources in
the member states (article 6). At the same time it
provides that concessions or approvals to use bio-
logical resources for purposes other than those in-
volving genetic resources do not permit subsequent
use of these materials for purposes of access (article
23). There are at least two implications of this
example for access legislation.
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First, access legislation could clearly exclude
other uses of biological resources (see section
3.2.9.2). Second, access legislation could also pro-
vide an enabling clause which would require the
modification of existing biological resource-re-

3.2.9.3 Retroactivity

Legal rules as a general rule do not to apply to past
actions. This is the principle of non-retroactivity. In-
corporating a non-retroactivity clause into access leg-
islation would establish a cut-off date, usually the
entry into force of the legislation, before which trans-
actions involving the acquisition of genetic resources
would not be subject to benefit-sharing. State prac-
tice seems to be going in the opposite direction how-
ever. There are two situations.

The first situation is not truly retroactive. The Phil-
ippines (section 11, Implementation Regulations) and
the Andean Pact (article 50(j)) have illustrative leg-
islation. Both require existing agreements to be re-
negotiated to conform to the principles specified in
their respective laws within some period after the

lated legislation to ensure that other authorisations
specifically exclude the use of the biological re-
sources for their genetic or biochemical proper-
ties when there is no prior informed consent.

entry into force of the legislation. In the Philippines
existing research can continue pending the negotia-
tion of a new agreement.

Whether the second situation, which only exists in
the Andean Pact, is retroactive depends on how one
interprets the legal status of genetic resources prior
to the entry into force of Decision 391 (Rosell, 1997).
Pursuant to the first temporary provision at the end
of Decision 391, where genetic resources within the
Pact have been collected prior to the entry into force
of the Decision, a negotiation for an access contract
for those genetic resources must take place. This pro-
vision has implications for legal and natural persons,
for example ex-situ conservation facilities, both
within and outside the Andean Pact.

3.3 Institutions to Oversee Access to Genetic Resources

Governmental institutions overseeing the compo-
nents of biological diversity exist in almost every
State. Their competencies vary with the circum-
stances. They are divided along sectoral lines in many
cases. Competencies can be distributed vertically at
national and sub-national levels and horizontally
within these levels.

Dividing competencies along sectoral lines has con-
strained efforts to conserve biological diversity and
sustainably use its components because a fragmented
approach to biological resource management is en-
couraged. This problem has been accentuated by lim-
ited budgetary and staff resources, poor coordina-
tion, as well as conflicting mandates and jurisdic-
tions between agencies and levels of government.

Sectoralism extended to the access and benefit-shar-
ing realm may result in the loss of important genetic
resources, as well as lost benefit-sharing opportuni-
ties. For example, when governmental competencies
are solely divided along sectoral lines there may be

instances where some organisms especially useful
in biotechnological applications — such as micro-
organisms or insects — literally "fall through the
cracks" and are not within the clear competence of
any institution. Sectoralism also increases the likeli-
hood that decision-making will be accomplished in
a vacuum, without consultation, and may result in
one arm of the government not knowing what the
other is doing.

Because access and benefit-sharing involve issues
which cut across sectoral lines, planners need to con-
sider how to approach institutionally the issue in a
cross-sectoral or integrated manner. Integrating the
access determination process could provide a means
for better, more integrated decision-making.

Integrated decision-making will in turn limit arbi-
trary decisions and missed opportunities. Access to
genetic resources will be facilitated, increasing the
likelihood that benefits can be captured to meet na-
tional goals.

3.3.1 Designating a Competent Authority to Oversee Access Determinations

If a regulatory process is envisaged, an institution
with authority to process access determination ap-
plications will need to be designated or established.
A threshold question is the governmental level at
which the access determination will be made.

The question is especially important for federated
and regionalised States. For example, decision-mak-
ing with regard to biological resources may take place
at the sub-national level. Therefore it will be impor-
tant to clarify which level of government is compe-
tent to determine access to genetic resources.
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A national approach could be advantageous where
genetic resources are shared between two or more
sub-national jurisdictions. This might involve the
promulgation of national standards or criteria to har-
monise sub-national approaches. Alternatively, it
could involve oversight or decision-making author-
ity at the national level.

Another planning consideration might be whether the
authority should be a governmental agency at all. It
could be a government or university-related research
institution, a private contractor or an independent,
private, non-profit organisation. Whether an exist-
ing sectoral line agency or a newly created public or
private institution is designated will depend on the
circumstances within the State.

Care should be taken to ensure that the competen-
cies of the authority do not conflict with those of
other agencies. It should promote coordination, both
within and especially outside the government.

Depending on the level of expertise and involvement
envisioned for the competent authority, an advisory
panel of experts might be created to provide multi-
disciplinary advice. The competencies of the advi-
sory panel might include providing the competent
authority with scientific, economic and legal advice
on applications submitted. Both might be supported
by a secretariat.

The simplest approach may be to create a central-
ised inter-ministerial or inter-agency governmental
body with clear competency over access to genetic
resources. In this case, the competent authority could
be composed of individuals representing different
sectoral governmental ministries or agencies with
portfolios over biological resources. Non-govern-
mental, communal and private sector representatives
might also be invited to participate and add their per-
spectives.

This arrangement may be advantageous because it
could provide the possibility for maximum coordi-
nation. All relevant arms of the government and, ide-
ally, representatives from the non-governmental, pri-
vate and communal sectors could be involved in the
decision-making process.

3.3.1.1 State Practice

This option is most feasible if the competent author-
ity is established within the government. It might be
an independent body or set-up within a ministry or
agency.

Access legislation should clearly outline the juris-
dictional competencies, powers and functions of the
competent authority, especially since those seeking
access will need to be confident they are dealing with
the correct institution. A key question will be whether
the competent authority will have decision-making
authority or merely oversight authority. In other
words, will the competent authority make access
determinations or simply pass judgement on
determinations made by another entity?

An example of the former would be the power of the
competent authority to actually decide who can gain
access to genetic resources. An example of the latter
might be approval of an access determination made by
other agencies or ministries regarding genetic resources
located in areas within their competence. This could
also be the case where genetic resources are located in
private or communal areas.

In either capacity, important functions of the com-
petent authority would be to gather information from
and coordinate with potentially affected parties and
others, both inside and outside the government. The
information gathered would then need to be consid-
ered. This could be either prior to making an access
determination or prior to approving one. Informa-
tion gathering and coordination could be undertaken
as part of a public notification process (see section
3.4.2.1).

Other functions of the competent authority might be
to:

• collect and disburse fees, royalties, other fi-
nancial returns and benefits;

• reach or evaluate mutually agreed terms for
access;

• carry out or coordinate identification and char-
acterisation of genetic resources to ascertain
their potential use or value;

• seek further legislation in the area; or
• identify and inform potential users of the na-

tional or sub-national access rules.

A number of examples exist which can be drawn on
to tailor an institutional approach. The Philippines
illustrates a comprehensive approach.

Executive Order 247 recognises "an inter-agency ap-
proach [as] the most appropriate way of regulating
the research, collection, exploitation and use of bio-

logical and genetic resources" in the Philippines
(preambular paragraph 1). Section 6 creates the In-
ter-agency Committee on Biological and Genetic Re-
sources. The Committee is located within the Phil-
ippines Department of Environment and Natural Re-
sources (DENR). It oversees the implementation of
the Executive Order.
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The membership of the Committee includes representa-
tives from the Departments of Environment and Natu-
ral Resources, Science and Technology, Agriculture,
Health and Foreign Affairs. Membership also includes
two permanent representatives from the Philippine sci-
ence community, one from the National Museum, one
from a non-governmental organisation and one from a
"peoples'" organisation representing indigenous cultural
communities and/or their organisations. Each member
serves for a three year period.

A technical secretariat, headed by the Philippine Pro-
tected Areas and Wildlife Bureau of the DENR, sup-
ports the Inter-agency Committee. Its functions in-
clude initially screening proposals submitted for aca-
demic and commercial research agreements.

The Inter-agency Committee neither makes access
determinations nor enters into research agreements.
Individual access determinations are made and re-
search agreements entered into at the line agency
level upon the recommendation of the Inter-agency
Committee. Competency over genetic resources,
which are owned by the State, remains with the rel-
evant sectoral line agencies (Executive Order, sec-
tion 7(a); section 6.2.6, Implementation Regulations).

For example, upon the recommendation of the Com-
mittee, the Secretary of the Department of Agricul-
ture, who sits on the Committee, signs and approves
agreements related to agricultural and fishery bio-
logical resources (section 10.3.1 (c), Implementation
Regulations). The Secretary of the Department of
Health signs and approves agreements related to ac-
tivities on pharmaceutical or medicinal research es-
pecially involving extracts and compounds produced
by metabolic processes (by-products and derivatives)
(section 10.3.4 (b), Implementation Regulations).
The Secretary of the Department of Environment and
Natural Resources signs and approves agreements
related to terrestrial wildlife (section 10.3.5 (c), Im-
plementation Regulations).

The signed agreements are then furnished to the lo-
cal communities involved and the collector. The Pro-
tected Areas and Wildlife Bureau, which monitors
the implementation of the agreements, also receives
a copy (sections 8, Implementing Regulations).

Other functions of the Philippine Inter-agency Com-
mittee are clearly specified in the Implementation
Regulations of the Executive Order. They include
ensuring that the conditions of the research agree-
ment are strictly observed (section 10.2.b), deputis-
ing and training appropriate agencies to control ex-
ports of genetic resources without an agreement (sec-
tion 10.2.d), ensuring the rights of indigenous and
local communities in whose territories bioprospect-
ing activities will occur (section 10.2.e) and devel-
oping a conceptual framework for using research

agreements to increase knowledge on Philippines
biodiversity (section 10.2.h).

In the Andean Pact, Decision 391 sets out some of
the minimum functions of the national competent
authority of each member state. Each member state
decides the ultimate composition and function of their
own national authority (article 50).

Some functions are self evident. For example, the com-
petent authorities are to negotiate access contracts, make
access determinations, modify or suspend the contracts
and monitor their implementation (article 50(c), (b),
(g) and (i)).

Others are less obvious. For example national compe-
tent authorities can "gap fill" in areas that the Decision
does not cover (article 50(a)). They are to "safeguard
the rights" of the providers of biological resources which
contain the genetic resources sought (article 50(d)). The
rights of the providers of associated knowledge are to
be safeguarded as well. National authorities can also
review accessory contracts between the applicant and
third parties (article 50(j)).

In addition, they are to supervise the conservation
status of targeted biological resources and maintain
a national inventory of genetic resources (article 50(1)
and (n)). National authorities are also to establish per-
manent contact with the intellectual property authori-
ties in the member state and establish appropriate
information systems (article 50(o)).

The draft Fijian legislation would designate the Con-
servation and National Parks Authority to establish
a system to regulate biodiversity prospecting (sec-
tion 254(1)). Unlike the Philippines where an inter-
agency committee is established, the Authority will
not be an inter-agency body.

The Authority will have a number of primary func-
tions. For example, when an application is received
it will collect the views of other agencies and the
public. It will consult with other agencies including
the Native Land Trust Board, the Departments of
Health and Customs and the ministry responsible for
fisheries (section 254(5)(a)(i)). If necessary, the Au-
thority would be able to extend the consultative proc-
ess to other government ministries, departments or
statutory bodies (section 254(5)(a)(i)). The views of
the public would be solicited upon the release of a
public notice (section 254(5)(a)(ii)).

Another primary function will include ensuring that
a legally binding agreement exists between the po-
tential bioprospector and the registered owners of
the resource (section 254(6)(a)). It will also ensure
that the applicant completes an operational plan for
the intended research (section 254(6)(b)). A moni-
toring plan and a process for undertaking an inven-

54



tory are also required. An auditing system to verify
the activities of the applicant must also be ensured
(section 254(6)(c)). All requirements must be satis-
fied before a biodiversity prospecting permit, which
represents consent, is issued.

In addition, the Authority also oversees the export of
materials collected. Prior to granting an export per-

mit it will verify compliance with "the conditions of
any authority granted" (section 254(14)(a)) prior to
granting an export permit. Prior to granting an ex-
port permit, it will also inspect the specimens col-
lected to confirm compliance with any CITES re-
quirements (section 254(14)(b)). The Authority will
have the power to issue directives when the permit is
not being complied with (section 254(16)).

3.4 Prior Informed Consent: The Access Determination Process

Prior informed consent of a competent authority
implies that an administrative "access determination
process" is created to handle requests for access to
genetic resources. The process is a manifestation of
the State's sovereign rights over genetic resources
within its jurisdiction.

The primary goals of the process should be (1) to
ensure sufficient information exists for the compe-
tent authority to make an informed access determi-
nation (that is, whether to grant or deny consent to

the applicant) and, where appropriate, (2) to facili-
tate reaching mutually agreed terms.

The access determination process could have four
primary components (see figure 2):

• application submitted to a designated institu-
tional competent authority;

• review of the application;
• access determination (denial of or consent to

access); and
• appeal.

55

Figure 2. Possible Framework for an Access Determination Process



Designing Legal Frameworks to Determine Access to Genetic Resources

3.4.1 Application to a Competent Authority

The information required for an access determina-
tion can be supplied to the competent authority via
an application form. The receipt of the application
would trigger the access determination process.

Access legislation could outline the broad informa-
tional requirements, while more detailed regulations
could be promulgated if need be. An access determi-
nation application form could be created to stand-
ardise the presentation of relevant information. This
will facilitate the access determination process.

It may also be desirable to create an "application
package" for prospective applicants to make it as easy
as possible for them to apply for access to genetic
resources. Ideally, it would clearly and succinctly

explain the information required for the application
and the process for determining access. A diagram
or schematic of the process might be especially help-
ful for the applicant. The package could be made
available in printed form and electronically on the
World Wide Web.

In addition, even before an application is formally
submitted, prospective applicants might be encour-
aged to seek a "pre-application meeting" with the
competent authority. This could help resolve any
outstanding matters related to a draft application. It
could also provide the basis to discuss and ensure
that all requirements are fully understood. This might
ultimately facilitate the access determination proc-
ess.

3.4.1.1 State Practice

Andean Pact Decision 391 sets out the minimum in-
formation that each member state should require as
part of an access application (articles 17 and 26).
This information contributes to the criteria against
which the application is evaluated. It will also pro-
vide the basis for ultimately conditioning any access
contract granted.

For example, the application should address partici-
pation of nationals from the Pact region in the pro-
posed activity and how the proposal will support re-
search in the particular member state or the region.
Mechanisms to strengthen technology transfer and
regional, national or local capacity are to be de-
scribed. Information on the deposit of samples and
third-party transfer is also required (article 17).

In addition to the more self-evident requirements
such as the name of the applicant and the identity of
the genetic resource provider, Decision 391 also re-
quires the applicant to demonstrate its legal capacity
to enter into an access contract (article 26(a)). The
identity of a national collaborating person or institu-
tion must be provided (article 26(c)). A proposal is
to be submitted describing the activity and the areas
for which access is sought (article 26(e) and 8(f)).

The Pact will establish a common project proposal
format (article 26). The Andean Committee on Ge-
netic Resources will prepare an explanatory guide
to the Decision (article 51(j)). In addition, the Pact
will develop models for access applications (final
disposition 10).

Complete applications result in the file being regis-
tered. Incomplete applications are returned with a
rationale (article 27).

The draft Eritrean biodiversity proclamation states
that an application for access to in-situ or ex-situ
genetic resources should provide a description of the
specimens to be taken and their intended use (article
48(b) and (c)). For access to in-situ sources, work
sites are to be identified. A description of the pro-
posed activities, including collection methods and
sample amounts, as well as the results of an environ-
mental impact assessment, are to be provided along
with the conservation status of the species or organ-
isms sought (article 48(d)). Access to ex-situ sources
requires the identification of the institution holding
the materials which are sought (article 48(e)). A copy
of the material transfer agreement is to be submitted
with the application (article 48(e)).

Under the draft Fijian legislation, the information to
be submitted reflects many of the same elements as
legislation from other States. One unique require-
ment, however, is that the applicant is to provide in-
formation on "the nature of any intellectual property
rights that may be affected concerning the traditional
use of any biological resource" (section
254(4)(b)(iv)).

The Philippines have created a standard application
form for an academic or commercial research agree-
ment. When completed, signed and notarised, the ap-
plicant certifies statements made are correct and
truthful and that the applicant will abide by the deci-
sion of the Inter-agency Committee (annex B, Im-
plementation Regulations).

In addition to a letter of intent and a research pro-
posal (section 6.1.1, Implementation Regulations),
some other information requested includes a list of
foreign and local researchers collaborating in the
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undertaking (annex A, Implementation Regulations).
Letters of acceptance from counterparts in Filipino
institutions and letters of endorsement from the head
of the applicant's institution, or that from another
reputable institution, are also required (sections 6.1.2
(a) and (b), Implementation Regulations). The Im-
plementation Regulations provide a standard format
for research proposals (annex A, Implementation
Regulations).

Submitting the application triggers an initial screen-
ing by the technical secretariat to determine whether
the proposed activity is within the scope of the Ex-
ecutive Order (section 6.2.1, Implementation Regu-
lations). If it is, then additional information is re-
quested pursuant to a checklist. For example, an en-
vironmental impact assessment may be required by the
technical secretariat (section 6.1.4, Implementation
Regulations). In addition, when a commercial research
agreement is requested, a "prior informed consent cer-
tificate", obtained from the relevant holder or ultimate
provider of genetic resources must also be submitted
to the technical secretariat to complete the application

3.4.2 Reviewing the Access Application

The access determination process could provide the
opportunity for the competent authority to gather in-
formation relevant to making an access determina-
tion. Depending on the circumstances, the access de-
termination process may also be the point where
mutually agreed terms are negotiated and concluded
between the government and someone seeking ac-
cess.

Submitting an access application would trigger the
access determination process thereby initiating the

(section 6.2.3 and annex E, Implementation Regula-
tions).

The entire application process is facilitated by a short
publication which disseminates and describes the
relevant legislation and provides background infor-
mation for applicants. The access determination proc-
ess is schematically represented to enable the appli-
cant to visually understand the process (La Vina et
al., 1997).

In the United States of America, the information re-
quirements for an application to obtain a research
permit in Yellowstone National Park are compiled in
an application package. The package includes a
standard application form, the criteria for reviewing
a research proposal, a copy of the relevant applica-
ble laws, a research proposal outline and a standard
form for peer review comments on the research pro-
posed along with a criteria for the peer reviewer.
Among other things, the application form requires
the name of the curator and the address of the re-
pository for storage of collected specimens or data.

review of the application. After the application is
made, the actual review of the application might be
broken down into two primary elements:

• public notification and availability of the ac-
cess application; and

• reaching mutually agreed terms.

Timing milestones might be added to the review pro-
cedure to ensure timeliness of the procedure.

3.4.2.1 Public Notification and Availability of the Access Application

There are a number of information sources which
the competent authority can rely upon as it under-
takes its review. The obvious primary source is the
applicant applying for an access determination. The
applicant will be required to submit an application
to the competent authority.

There may be other sources of important informa-
tion. For example, depending on its technical exper-
tise the competent authority may need the advice of
a specially created advisory board (see section 3.3.1).
Membership and terms of reference of the advisory
board should be established by the access legisla-
tion.

In addition, parties potentially affected by the access
determination or with special expertise, such as indig-
enous or local communities, business or the scientific

community, may have useful information to share with
the competent authority regarding the particular appli-
cation. For example, competing rights over the genetic
resources to be provided or the collection areas tar-
geted could be identified. Valuable information about
the potential environmental impact of the proposed
undertaking could come to light. In regional contexts,
notification of adjoining States may also provide the
competent authority with valuable information. There-
fore, an important element of access legislation could
be to require the competent authority to publicise
the receipt of the access application, and its contents
to potentially affected parties. The legislation could
specify the content of the public notice.

Whenever possible the public notice should be in
local languages. A comment period of sufficient
length to allow for responses to be made should be
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provided. The access legislation could then specify
that the comments are to be considered by the com-
petent authority in combination with the other as-
pects of the application. Standards of review could
be considered.

Public notification not only provides the competent
authority with information. The exercise should also
increase the transparency of the access determina-
tion process. For example, the public could be granted
access to the application file itself.

Generally, the access determination process should
be as transparent as possible. The presumption should
be that all applications for access are freely avail-
able for the public to review. In some cases, how-
ever, it may be necessary for some information in
the application to be kept confidential. For example,
the confidential nature of some traditional knowl-
edge, and the ability to establish intellectual prop-
erty protection, could be jeopardised, if the knowl-
edge is made public. In addition, some commercial
information could lend a competitive advantage to
the competitors of the applicant, if made public.
Access legislation could specify which aspects of the

application file are open to public scrutiny and which
are to remain confidential.

Any confidentiality provisions in the access legislation
should provide the competent authority with well-de-
fined criteria to enable it to make a confidentiality de-
cision. This will help avoid arbitrary decision-making
and any appearance of a conflict of interest. The bur-
den should be placed on the applicant to demonstrate
why any part of an application should be kept confi-
dential. The competent authority could be required to
justify in writing why certain aspects of the application
are to be kept confidential. Criteria might also be speci-
fied for removing any confidentiality restrictions when
certain contingencies have been met. This would help
eliminate situations where information is permanently
removed from the public record.

Public notification after receipt of an access appli-
cation might also initiate a more localised or grass
roots access determination process. This process
might lead to mutually agreed terms and prior in-
formed consent between the applicant and the ulti-
mate providers of genetic resources located in in-
situ or ex-situ conditions.

An important goal of access legislation should be to
provide a framework for reaching mutually agreed
terms for access to genetic resources, and ultimately,
prior informed consent. Access legislation should
make clear:

• with whom the applicant must negotiate mu-
tually agreed terms;

• when mutually agreed terms should be nego-
tiated; and

• minimum criteria that an access agreement
must fulfil.

Expedited procedures may be appropriate in cases
where multiple access determinations are required
(see box 9).

3.4.2.2.1 With Whom Must the Applicant Negotiate Mutually Agreed Terms?

While the Convention on Biological Diversity only
speaks in terms of mutually agreed terms and prior
informed consent as between its Contracting Parties,
State practice reflected in national legislation will
likely provide the basis for mutually agreed terms
and prior informed consent to be sought between (1)

the applicant and the State, (2) the applicant and an
ultimate provider of genetic resources from in-situ
or ex-situ sources or (3) both. The legal status of ge-
netic resources (see section 3.2.1.1) will be a key
determining factor.

3.4.2.2.2 When Should Mutually Agreed Terms Be Negotiated?

Timing the negotiation of mutually agreed terms
within the access determination process will differ
with the State. It will depend on who mutually agreed
terms are to be negotiated with and what role the
competent authority plays in the negotiation.

For example, access legislation may not allow an
applicant to negotiate mutually agreed terms un-

til an access application is submitted to and re-
viewed by the competent authority. In other situ-
ations, the applicant might simply enter into a draft
agreement with the ultimate provider of genetic
resources and submit this to the competent author-
ity with the access application for review (see fig-
ure 2).
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Box 9. Variations on the Basic Access Determination Process

The basic access determination process could be modified in any number of ways to accommodate the particular
circumstances existing in the country. Expedited access determination procedures are a particularly important
option to be considered.

Reaching mutually agreed terms and obtaining prior informed consent implies a case-by-case review of access
applications. Case-by-case review will work well in most instances, especially where discrete one time only
access is sought. Expedited procedures may be desirable in at least two cases where multiple requests for access
are expected.

In the first case, there may be situations where an institution needs to undertake field work involving genetic
resources on a regular basis. To minimise the burden of multiple access determinations for it and the competent
authority, it may be desirable for a single access determination and access agreement to be made. This could lead
to granting access to the institution and its researchers for a particular period of time.

In the second case, ex-situ conservation facilities may process hundreds of requests a year for genetic resources.
Case-by-case access determinations for every request would quickly strain the administrative capabilities of the
competent authority and the facility. Therefore, it may be possible and desirable for the competent authority to
make a single access determination and agreement with the ex-situ conservation facility which requires the facil-
ity to ensure that in its material transfer agreements the interests of the State, or other genetic resource providers
such as indigenous and local communities, are maintained. The extent to which this can be accomplished may be
limited by national law. It may only be a solution for publicly owned facilities.

Andean Pact Decision 391 recognises that there may be instances where it would be desirable for the competent
national authority of a member state to enter into "framework" access contracts with universities, centres of
investigation and recognised investigators (article 36). In addition, ex-situ conservation facilities can enter into
access contracts with the competent national authority to facilitate exchange of genetic resources which originate
from the Andean Pact (article 37).

The Philippines legislation also provides some flexibility for researchers affiliated with institutions which have
received an academic research agreement. Affiliated researchers are allowed to undertake research under the
academic agreement after obtaining a prior informed consent certificate at the local level (section 8.3(2), Imple-
mentation Regulations). Affiliated researchers are bound to comply with the conditions of the agreement and the
institute is to inform the Inter-agency Committee about the research to be undertaken.

3.4.2.2.3 What Minimum Criteria Must the Access Agreement Fulfil?

Mutually agreed terms should include terms and con-
ditions for benefit-sharing. But they might also in-
clude other terms and conditions. For example, how
the materials sought can be used and by whom. Limi-
tations might be included to ensure that the proposed
activities do not threaten the conservation status of
target or non-target organisms. Terms on environ-
mental compliance might also be required.

To ensure consistency of approach and to notify poten-
tial applicants of the requirements which need to be
fulfilled to gain access, it may be advantageous for ac-
cess legislation to provide minimum criteria for access
agreements. A general policy on access and benefit-
sharing, derived from a planning process, could form
the basis for deriving minimum criteria. Depending on
the circumstances, the criteria could be used by the com-
petent authority to judge the merits of an access agree-

ment to be reviewed or might guide it in negotiating an
agreement itself.

Minimum criteria might address (1) whether con-
sent of the ultimate providers of genetic resources
has been attained; (2) collection and export restric-
tions including those based on the conservation sta-
tus of the target organisms; (3) research participa-
tion and publication; (4) provision of duplicate sam-
ples; (5) technology transfer; (6) royalties or fees;
(7) ownership of samples, derivatives and associated
knowledge or information; (8) intellectual property
rights; (9) limits on third party transfer; (10) report-
ing and tracking requirements; (11) the term or du-
ration of the agreement; (12) the terms for nullify-
ing or rescinding the agreement; or (13) choice of
law provisions and any contingencies when the agree-
ment is breached.
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3.4.2.3 State Practice

Existing and proposed national and regional legisla-
tion covering the elements of the application review
procedure provide good examples of different levels
of regulatory complexity.

In Eritrea, the draft biodiversity proclamation does
not include provisions for public notification. The
application for an access permit would ultimately
lead to the conclusion of mutually agreed terms be-
tween the applicant and the State. An access permit
would reflect mutually agreed terms (article 50).

In Eritrea all land is owned by the State. However,
where access is sought to land where a private right
of use has been granted, consent of the usufructuary
would be required (article 49(a)). Similarly, access
to land used by pastoralists or other communities or
groups with traditional land interests would also re-
quire their consent (article 49(b)). In both cases, any
future access permit issued by the State would need
to include terms to ensure benefit-sharing with these
individuals or groups. No criteria are provided.

In addition, the legislation does not clarify whether
access agreements providing a share of benefits can
be negotiated with individuals or communities in
addition to the access permit issued by the State. If a
permit is issued for access to Eritrean genetic re-
sources it would "contain" the consent of any group
or community. It would also include terms on the
duration of consent, restrictions on future use, third
party transfer, benefit-sharing requirements, research
participation, reporting requirements or conservation
measures (article 50(6,4,7-10,12 and 13)).

Under the proposed draft Fijian legislation, an ap-
plication for a special permit for biodiversity pros-
pecting would trigger (1) a consultative process
among governmental agencies and (2) a public no-
tice, both of which are to be undertaken by the Con-
servation and National Parks Authority (section
254(5)(a)(i) and (ii)). The draft bill does not give
any details on the nature of the inter-agency consul-
tation.

The public notice would be published in daily news-
papers in the three principal languages of Fiji (sec-
tion 254(5)(b)). It would include a description of the
activity and its nature, the methodology of the activ-
ity and the date to be undertaken, a statement on
impacts to human, marine or environmental health
and plans for environmental monitoring and man-
agement (section 254(5)(b)(i-v)). A provision in the
public notice would state that any person may make
a written submission on the application. It would also
provide the closing date for submissions (at least 30
days from the notice's publication) and the address
where submissions could be sent (section 254(5)(vi-

viii). A copy of the public notice would be submit-
ted to the National Council for Sustainable Devel-
opment (section 254(5)(c)).

In both cases the draft bill does not provide criteria
relating to the extent to which the Authority would
have to consider comments derived from the gov-
ernmental consultative or the public notification proc-
esses. Rather, the submissions would only have to
be considered before a decision on the permit is made.

The draft Fijian legislation has very broad confiden-
tiality provisions. Upon the written request of the
applicant, any information contained in the applica-
tion must be kept confidential by the Authority (sec-
tion 254(4)(c)) until the Authority is notified by the
applicant in writing that the "confidentiality is no
longer required" (section 254(4)(d)). Therefore the
Authority has no discretion to decide the validity of
the request. In effect all the information in the appli-
cation could be removed from public scrutiny, ex-
cept of course that required for the public notice.

The Fijian bill is interesting because land in Fiji is
owned communally by registered groups defined
roughly according to customary law principles
(Smith, 1996). These are now embodied in statute
(Smith, 1996).

"Native ownership" is a trust relationship with the
government (Smith, 1996). Prior to making any de-
cision on the application, the Authority is required
to ensure that the applicant and the registered own-
ers of the targeted resource conclude a legally bind-
ing agreement (section 254(6)). The terms of the
agreement would include (1) rights of access, (2)
limitations on sample exploitation and removal, (3)
harvesting or specimens or traditional knowledge and
(4) fees for any concessions granted (section
254(6)(a)(i-iv)). It does not appear that the Author-
ity can negotiate a benefit-sharing agreement on be-
half of the government itself.

The Authority would also ensure that operational and
monitoring plans, including a system proposed for
recording and inventorying information collected, is
completed by the applicant (section 254(6)(b)). The
Authority is to ensure an auditing system is estab-
lished to verify the activities of the applicant (sec-
tion 254(6)(c)).

Finally, the approval of the application by the Au-
thority would be conditioned upon the applicant sub-
mitting a legally binding agreement to "negotiate and
conclude suitable royalty agreements with the re-
source owner upon the registry of any patent or copy-
right by the applicant" (section 254(7)). If a permit
is issued, the conditions stipulated would include (1)
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the species sought and quantities that could be har-
vested, (2) the methods of scientific evaluation, sam-
pling or harvesting, (3) methods for storage and trans-
port and (4) any environmental monitoring or man-
agement plans needed (section 254(9)(c)). A full de-
scription of the bioprospecting activity and its loca-
tion is also required (section 254(9)(a) and (b)).

In the Andean Pact, submitting an access applica-
tion to a member state will trigger a review proce-
dure in the state prior to the negotiation of an access
contract. Within six days of receiving a complete
access application, an extract of the application will
be published nationally, and locally in the targeted
region. This will publicly announce the receipt of
the application and solicit comments (article 28).

The competent national authority of the member state
will issue a technical and legal opinion on the appro-
priateness of the application within a time frame
specified by national law (article 29). The compe-
tent authority will consider the comments submitted
pursuant to the public notice. During this time a field
visit to the targeted area to confer with potentially
affected communities may also take place.

The national authority accepts or denies the applica-
tion (article 30). Applications denied are done so
without prejudice. This means that the applicant
could revise the application and re-submit it at a later
date. A rationale for denial is to be provided by the
competent national authority. One reason for deny-
ing the application might be that an environmental
impact assessment needs to be undertaken (article
31).

If the application is accepted, the applicant is noti-
fied within 5 working days. Negotiations for an ac-
cess contract then begin (article 30).

Decision 391 acknowledges that in some cases it may
be desirable to make exceptions to the general rule
that all access procedure documents are to be placed
in the public record and made accessible to anyone
(article 18). The Decision allows member states to
keep some information or aspects of an access con-
tract confidential. The primary criterion is whether
the information could provide the basis for unfair
commercial use by third parties, unless the informa-
tion is already public knowledge or is necessary to
protect social or environmental interests (article 19).

The applicant must justify why certain information
must be kept confidential, while providing a non-
confidential summary of the application which would
be placed in the publicly available file (article 19).
Some information, such as the identity of the appli-
cant, cannot be made confidential (articles 18 and
19). The competent authority will keep a reserved
file for confidential information (article 19).

In addition to notifying the general public, the mem-
ber state is also obliged to notify the other member
states of all access applications (article 48). It is un-
clear, however, what information is to be supplied as
part of the notification and whether confidential in-
formation can be withheld.

The Pact Decision supports the possibility of at least
two types of contract through which mutually agreed
terms can be immortalised: (1) "access contracts"
between the applicant and the national competent au-
thority (Title V, Chapter III), and (2) "accessory con-
tracts" (Title VI) between the applicant and either a
(1) landholder or owner, (2) an ex-situ conservation
facility, (3) the holder or owner of biological re-
sources containing genetic resources or (4) a national
support institute.

The access contract governs the terms and condi-
tions of access to genetic resources and derivatives.
The minimum terms of the access contract between
the applicant and the competent national authority
are to be in accordance with the Decision and na-
tional implementing legislation (article 33).

The access contract is to take into "account the rights
and interests of the suppliers of the genetic resources
and their derivative products, of the biological re-
sources which contain them and of the intangible
component in accordance with the corresponding
contracts" (article 34).

In addition, every access contract is to have an annex
which refers to benefit-sharing when there is knowl-
edge or information associated with the genetic re-
sources provided (article 35). The annex is actually a
third type of contract possible under the Decision (ten
Kate, 1997b). It becomes an integral part of the access
contract upon the approval of the contract (article 35).
The annex is to be signed by the provider of the as-
sociated knowledge and the applicant. National leg-
islation will decide whether the competent authority
will also sign the annex (article 35). A possible tri-
partite agreement seems designed to protect indig-
enous and local communities which may not have
the resources to enforce the annex.

Accessory contracts apply to activities associated
with access to genetic resources (or derivatives) (ten
Kate, 1997b). For example, the applicant may need
to negotiate an accessory contract to enter land on
which genetic resources are found.

The minimum terms and conditions for accessory
contracts are suggested (article 17) but it is unclear
whether they are mandatory. It appears the parties to
the accessory contract have flexibility to freely con-
tract perhaps while drawing on article 17 for guid-
ance. The minimum terms refer to such issues as re-
search participation, capacity building for indigenous
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and local communities, deposit of duplicate samples,
reporting on research results and terms on third party
transfer of materials.

The execution and enforcement of the accessory con-
tract is the complete responsibility of the parties to it
(article 42). The accessory contract must have a "sus-
pense clause" (article 42). The suspense clause pre-
vents the entry into force of the accessory contract
until certain conditions are fulfilled. The accessory
contract becomes effective when the access contract
is approved. Nullifying the access contract between
the competent authority and the applicant nullifies
the accessory contract (article 44).

In the Philippines, PIC is two-tiered. It is sought at
the national level and at the local level. Therefore
reviewing the access application and reaching mu-
tually agreed terms must necessarily occur at both
levels. The access determination process is usefully
depicted diagrammatically in annexes to the Imple-
mentation Regulations of the Executive Order.

After the initial screen of the application by the tech-
nical secretariat of the Inter-agency Committee, the
applicant is to seek a "prior informed consent cer-
tificate" from a local provider to complete the appli-
cation. The location of the proposed activity will de-
termine whose prior informed consent must be
sought. Prior informed consent will be required ei-
ther from the recognised head of an indigenous com-
munity, head of local government in a community,
the local or district office of the Philippine Protected
Area Management Board or a private land owner.

The procedure to secure prior informed consent at
the local level varies depending on whether a com-
mercial or academic research agreement is sought
(section 7, Executive Order; annex D, Implementa-
tion Regulations). The primary distinction turns on
when the PIC certificate is obtained in relation to
the commencement of the activity.

For commercial agreements, PIC must be secured
as a condition for the Inter-agency Committee to
process the application further and a subsequent rec-
ommendation in favour of a commercial research
agreement (section 7.1, Implementation Regula-
tions). In contrast, for academic agreements, PIC only
needs to be secured prior to the commencement of
the bioprospecting activity (section 7.2, Implemen-
tation Regulations).

The PIC procedure has two basic components. One
is public notification. The other is sector consulta-
tion. In both cases the applicant has the burden of
initiating the process.

As part of the public notification for a commercial
agreement, the principal or collector must inform the

recognised head of an indigenous community, head
of government in a local community, the Protected
Area Management Board or private land owner
through various media (section 7.1.1, Implementa-
tion Regulations). Notification could include news-
paper, radio or television advertisements. These are
to be designed to (1) notify on the intent of the ap-
plicant to collect within specified areas and fully dis-
close the activity, (2) state that a summary of the
research proposal has been filed locally with the rel-
evant provider of genetic resources and (3) highlight
that a research agreement application has been filed
with the Inter-agency Committee for a commercial
research agreement (section 6.2.2, Implementation
Regulations).

Public notification for academic agreements is simi-
lar, but the option is given for "direct communica-
tion" in lieu of media advertisements. Additionally,
notification can include either information that an
application has been made for an academic research
agreement or that an academic research agreement
already exists between the applicant and "the agency
concerned" (section 7.2.1, Implementation Regula-
tions). The last qualification is not clarified in the
regulations.

The sector consultation is essentially a community level
public hearing in the area where bioprospecting will
occur (sections 7.1.2 and 7.2.2, Implementation Regu-
lations). Notice of the consultation is to be conspicu-
ous and made at least one week before the assembly. A
brief summary of the proposal, in the local language or
dialect, is to be submitted to the appropriate person or
institution mentioned earlier.

The summary is to include the purpose and methodol-
ogy of the activity, duration, species or specimens and
quantity taken or used. It must also describe the ben-
efits to be shared during and after the activity. In addi-
tion, a categorical statement is to be included that the
proposed activity will not in any way affect the tradi-
tional use of resources. Where Indigenous Peoples are
involved, the sector consultation for a commercial re-
search agreement is to be vetted according to their cus-
tomary laws and traditional practices.

Sector consultations are not required for the academic
research of undergraduate, masters or doctoral stu-
dents, where their research is not funded by a com-
mercial entity (section 7.2.5, Implementation Regu-
lations)

The recognised head of the indigenous community,
head of government in a local community, the Pro-
tected Area Management Board or private land owner
signs and issues the PIC certificate when public no-
tification and sector consultation have been complied
with (sections 7.1.3 and 7.2.3, Implementation Regu-
lations). A standardised form for the certificate is
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provided. Signature certifies the implications of the
project have been understood. It also demonstrates
that the respective constituencies have been contacted
and do not oppose the project (annex E, Implemen-
tation Regulations).

The Implementation Regulations present at least two
discrepancies. First, even though private landown-
ers are required to issue a PIC certificate, the certifi-
cate form does not appear to be tailored to their cir-
cumstances.

Second, the regulations do not specify how opposi-
tion to the proposal is to be considered in the deci-
sion for a prior informed consent certificate (section
7.2.3, Implementation Regulations), although it ap-
pears from the PIC certificate form that the certifi-
cate can only be issued where there is no objection.
In fact, the only reference the regulations make to
opposition is raised in the provisions for the academic
research agreement.

The Implementation Regulations outline the mini-
mum terms and conditions for a research agreement
(section 8). General terms for all research agreements
are listed. Specific terms for commercial and aca-
demic research agreements are then provided.

For example, all Filipino citizens and any Philippine
governmental entities are to have complete access to
specimens deposited at an internationally recognised
ex-situ depository (section 8.1(4)). All commercial
discoveries are to be available to the Philippine gov-
ernment and local communities (section 8.1(9)).
Most interestingly, technologies developed from
Philippine endemic species are to be made available
to the Philippine Government for commercial and

local use without requiring a royalty (section 8.1(13)).
The details can be negotiated however.

All bioprospecting research by foreign legal and natu-
ral persons is to be undertaken in collaboration or
cooperation with Philippine scientists. The expenses
are to be borne by the collector (section 8.1(12)).
Another condition requires a separate benefit-shar-
ing agreement to be negotiated in addition to the re-
search agreement (section 8.1(14)). When this is to
occur however is not clear.

When the commercial or academic collector is an
agent for another legal or natural person, the agency
agreement between them must be reviewed by the
Inter-agency Committee to ensure its consistency
with the Executive Order (section 8.1(17)).

Commercial agreements are limited to a duration of
3 years. In addition, the applicant must submit "a
performance, compensation, ecological rehabilitation
bond" deposited in favour of the government (sec-
tion 8.2(4)). If the terms of the research agreement
are broken the bond is forfeited (section 14.3).

Academic research agreements are valid for 5 years
and can be used by affiliates of the institution awarded
the agreement provided they secure a PIC certificate
(section 8.3(7) and (2)) and that institution ensures
that affiliates abide by a code of conduct which is
appended to the academic research agreement (sec-
tion 2 (b), Academic Research Agreement). Data or
materials collected cannot be transferred to a com-
mercial entity without the reclassification of the aca-
demic agreement as a commercial agreement (sec-
tion 8.2(6)).

3.4.3 The Access Determination

The actual access determination will be simply a
decision to deny or grant consent to access genetic
resources. It is essentially a yes or no answer. But,
for purposes of transparency and possible appeal (see
section 3.4.4), a rationale for the decision should be
provided and made publicly available.

The criteria against which the application is judged
should provide the minimum basis upon which the ac-
cess determination is made. Legislation might specify
the general criteria against which the application is to
be judged, as well as to what extent the competent au-
thority must consider comments received in a public
notification process (see section 3.4.2.1). Criteria might
include an assessment of the environmental or social
impact of the proposal; whether the terms for benefit-
sharing are in keeping with development goals devel-
oped in the planning process; whether all relevant per-
mits have been obtained or applied for; and, impor-

tantly, whether the informed consent of, for example,
indigenous and local communities, has been obtained.

If access is denied, it should be in writing. The writ-
ten justification of the competent authority could be
required. The legislation should clarify whether the
denial of access is without prejudice. In other words,
can the applicant seek access again in the future,
even though the immediate application has been
denied.

Consent should be manifested in writing. This could
be in the form of a permit. Appended to this could
be conditions of access, in particular conservation
and sustainable use provisions, and an access agree-
ment representing mutually agreed terms. Wherever
possible, these documents should be made publicly
available to ensure transparency and their enforce-
ment.
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The permit document demonstrates that the poten-
tial user has obtained the prior informed consent of
the competent authority. Therefore, it could be used

3.4.3.1 State Practice

Decision 391 of the Andean Pact provides a number
of criteria which may be used in the access determi-
nation process. Many will be considered early on
when the application is first submitted and before
the applicant is allowed to enter into negotiations
for an access contract.

A good example is the Decision's short list of situa-
tions where, pursuant to national legislation, the
member state can impose limitations on access (ar-
ticle 45). Limitations can be imposed where (1) en-
demic, rare, threatened or endangered species are
targeted, (2) the activity involves a fragile ecosys-
tem, (3) adverse impacts to human health or the es-
sential elements of cultural identity are at stake, (4)
undesirable environmental impacts may occur, (5)
there is a danger of genetic erosion, (6) biosecurity
issues present themselves or (7) the proposed activ-
ity targets strategic genetic resources or geographi-
cal areas (article 45(a)-(g)).

Another interesting example is the prohibition placed
on using genetic resources from the Andean Pact in
biological warfare applications (article 24). This is a
good example of how the qualification on facilitat-
ing access for environmentally sound uses, found in
article 15(2) of the Convention on Biological Diver-
sity, could be applied in practice (see section 2.1.2).

Early screening of these details makes the access de-
termination process more efficient because efforts
to ensure the acceptability of the application are ex-
pended up-front. This should lower the risk that the
application will be rejected late in the process, when
the applicant might otherwise have expended con-
siderable resources to follow the process only to have
access then denied. This, therefore, may actually fa-
cilitate access in the long-run.

The actual access determination in the Pact is called
"perfecting the access contract". When the access
contract is completed and signed, the competent na-
tional authority issues a resolution along with the
contract (article 38). The combination manifests con-
sent to access genetic resources. The access deter-
mination process is then complete.

A registration number is assigned. The resolution and
an abstract of the agreement is published in the official

3.4.4 Appeal

An administrative appeals process could be instituted
as part of the access determination procedure. Ap-

as a certificate of origin or proof in other countries
that prior informed consent has been obtained and
as a possible means to ensure benefit-sharing.

gazette of the member state. It is unclear whether ab-
stracts of the accessory contracts are also published.
The entry into force of the agreement is the publication
date. On this date any suspense clause on accessory
contracts is lifted and these enter into force immedi-
ately (article 42). The Pact member states are to be
notified of the decision immediately (article 48).

In the Philippines, after evaluating the application,
the Inter-agency Committee recommends to the sec-
retary of the governmental agency with competence
over the particular genetic resources at issue that the
agency should approve the research agreement ap-
plied for (section 6.2.5, Implementation Regulations).

The agency then is to approve the agreement (sec-
tion 6.2.6, Implementation Regulations). Upon the
recommendation of the Committee, the particular
agency makes the actual access determination. A
signed copy of the agreement is transmitted to the
applicant, land owner, head of local government or
indigenous community (section 6.2.7, Implementa-
tion Regulations).

While the agency seems to be obliged to issue the
research agreement upon a positive recommendation
from the Inter-agency Committee, it is unclear what
happens to the application if the Inter-agency Com-
mittee does not recommend approval. Neither the
Executive Order nor the Implementation Regulations
have provisions on the public availability of the agree-
ment or its final terms though the Protected Areas
Wildlife Bureau acts as depository of all original and
official documents, such as research agreements (sec-
tion 12, Executive Order). Presumably, therefore, the
availability of these documents is subject to Philip-
pines administrative law.

In Fiji, the Conservation and National Parks Authority
would first have to consider submissions made pursu-
ant to the public notification process and verify mini-
mum criteria have been met before it making an access
determination. There are three possibilities for a deci-
sion: (1) refuse the permit, (2) require an environmen-
tal impact assessment or (3) issue the permit with spe-
cific conditions (section 254(8)). Within seven days of
issuing a permit, the Authority would submit a copy of
the public notice and a copy of the permit to a public
registry (section 254(11)).

peals could be handled through existing administra-
tive procedures.
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Whether based on procedural or substantive grounds,
the appeals process could be accessible to applicants
denied consent, as well as potentially affected par-
ties whose views may not have been adequately con-

3.4.4.1 State Practice

The Philippines Executive Order provides for appeal.
Individual agency decisions to approve, disapprove or
rescind a research agreement can be appealed to the
office of the Philippines president within 30 days of
the receipt of the decision (section 9, Executive Order;
section 13.1, Implementation Regulations). Recourse
to the courts can be sought after all administrative rem-
edies have been exhausted.

sidered by the competent authority in the access de-
termination process. If a substantive right of action
is provided, an appropriate margin of discretion
should be maintained for the competent authority.

The Andean Pact Decision does not create a right of
appeal. Denial of the access application is done so
without prejudice, but any right of appeal is pursu-
ant to a member state's national legislation (article
30).

3.5 Export Controls

Export controls could be used by the State provid-
ing genetic resources to ensure that prior informed
consent requirements have been fulfilled, both with
the State and with others. Export controls might be
used to confirm that the applicant has complied with
the conditions of the agreement or a permit issued.

Targeted species may also be endangered or threat-
ened and could be subject to specific legislation
which limits their taking and subsequent export. In
addition, endangered or threatened species may be
listed in the appendices of the Convention on Inter-
national Trade in Endangered Species of Wild Fauna
and Flora (CITES). Export controls might also be
designed to complement CITES implementation,
especially since CITES controls apply to the whole
organism, its parts and derived products.

In many cases, existing mechanisms such as export
permits, biosecurity controls for quarantine or postal
regulation could be modified to ensure prior in-
formed consent. New mechanisms may need to be
developed particularly for micro-organisms.

There are a number of measures States could take.
Most importantly, access legislation could explic-
itly state that the export of genetic resources is pro-
hibited without prior informed consent. Transpar-
ent rules will be important for minimising the like-
lihood of trade disputes between States.

3.5.1 State Practice

Special attention is needed to tie any export em-
bargo very closely to the purposes and scope of
the access legislation. This will minimise adverse
impacts on the wider use of biological resources.
Permits or licenses to export biological resources
for purposes beyond the scope of the access leg-
islation could stipulate that the approval does not
represent consent to use their associated genetic
resources.

General restrictions or limits could be imposed
on the kinds and amount of biological material
exported from the country. Ports of exit could be
designated. Access legislation must also clearly
establish the authority of border officials to en-
sure prior informed consent and provide them with
the power of seizure where needed. Penalties for
exporting genetic resources without prior in-
formed consent could be established.

In addition, access legislation could facilitate the
institutionalisation of a formal coordination
mechanism between the competent authority and
customs authorities to ensure that customs offi-
cials are aware of access determinations. Customs
authorities should be made thoroughly familiar
with the documentation issued by the competent
authority which establishes its consent.

Export controls are a typical feature of the existing and
proposed access legislation examined. For example, the
enabling legislation either proposed or finalised in The
Gambia (section 35(2)(a)), Kenya (section 38(2)(b)),
Malawi (section 36(2)(a)) and Uganda (section
45(2)(b)) directs a competent authority to make regu-
lations or guidelines on measures for regulating the
export of "germplasm".

The proposed Eritrean legislation would require a cer-
tificate of origin to be issued prior to export (article
51 (b)). The certificate of origin would be issued by the
competent national authority when compliance moni-
toring, undertaken in cooperation with local authori-
ties, indicates that some of the conditions of the access
permit have been fulfilled (article 51 (a)). The details
of this process would probably be elaborated in subse-
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quent regulations designed to implement the law's sec-
tion on access to genetic resources.

The 1992 Wildlife Conservation Law of Costa Rica
requires written permission to export wildlife from the
Wildlife Office of the Ministry of Natural Resources,
Energy and Mines, pending verification of compliance
with the established procedure or conditions of the
agreement (article 44).

The export control provisions of the draft Fijian leg-
islation seem to be more elaborate than the provi-
sions to gain access for bioprospecting purposes.
Before the bioprospector could export any specimen
harvested pursuant to a bioprospecting permit, an
application would need to be made for removal and
export (section 254(12)(a)).

The application would specify (1) the number and
size of the specimen exported and the harvesting lo-
cation (2) the manner of export and (3) the impact
removal and export would have on other species (sec-
tion 254(12)(b)(i-iii)). As it considers the applica-
tion, the Conservation and National Parks Authority
would inspect the specimens collected to verify com-
pliance with any authority granted (section
254(14)(a)) and CITES (section 254(14)(b)).

The Authority then decides whether to refuse per-
mission to export or to issue an export permit (sec-
tion 254(13)). The approval of the application would
be contingent upon the applicant submitting a legally
binding agreement to (1) report regularly on any sub-
sequent scientific research flowing from the
bioprospecting activity, (2) notify the Authority when
any patents or copyrights are sought or registered

and (3) negotiate royalty arrangements with the re-
source owner upon registry of any patent (section
254(15)(a)(b) and (c)). Financial security to warrant
performance could be required by the Authority.

The Andean Pact Decision does not have any explicit
provisions on export. The movement of biological
resources between the member states of the Andean
Pact is allowed provided no use of genetic resources
is contemplated (article 14). Transfer of genetic re-
sources between member states therefore appears to
be prohibited. Sanitary certification for biological re-
sources pursuant to Pact Decision 378 must include
the new wording "use as genetic resources is not
authorized" (complementary provision 4).

The Philippines Executive Order recognises the im-
portance of export controls, but does not explicitly
ban the export of genetic resources. Instead, without
referring to the customs agency, the Inter-agency
Committee is required to deputise and train "appro-
priate agencies" to ensure that genetic resources are
only exported pursuant to valid research agreements
(section 7(d)).

The Implementing Regulations also refer to export
in the context of the minimum terms and conditions
of research agreements. For example, wild animals
collected and/or exported are to be free from disease
(section 8.1(1)). Exports will be subject to strict quar-
antine and existing CITES rules (section 8.1(5). Plant
germplasm exports need to comply with the Philip-
pine Seed Industry Development Act (1992) (sec-
tion 8.1(6)). Transport of genetic resources is sub-
ject to a transport or postal clearance permit (section
8.1(7)).

3.6 Breaches of the Access Legislation and the Access Agreement

The prior informed consent requirement will be diffi-
cult to enforce primarily because of the nature of ge-
netic resources particularly their wide availability and
ease of dissemination or replication. It will be impossi-
ble to ensure enforcement of prior informed consent
for all genetic resource transactions because of the sheer
number which can and will take place (see figure 1).
The threat of sanctions and penalties for breaches of
the access legislation, and recision, modification or
suspension of the agreement when its terms are
breached, can help bring credibility to the access de-
termination process and increase the likelihood that the
access agreement will be honoured.

3.6.1 State Practice

In the Andean Pact, persons undertaking "access ac-
tivities" without the required authorisation are sub-
ject to unspecified sanctions (article 46). Unpermitted
transactions involving derivatives, synthesised prod-
ucts or associated knowledge are also grounds for

Civil remedies and criminal penalties could be pro-
vided in the access legislation. The power of the com-
petent authority to impose sanctions and penalties
should be specified. In addition, the access legisla-
tion may indicate whether consent, or the access
agreement, can be rescinded, modified or suspended.
If so, the grounds, criteria or conditions for these
actions could be specified. More detailed procedures
may need to be enacted. These could be elaborated
in subsequent implementation regulations.

sanctions. Administrative sanctions such as fines,
confiscation and barring the violator from applying
for access in the future are all possible according to
the national legislation of each member state (article
47). The competent national authority can apply sanc-

66



tions in addition to suspending, cancelling or nulli-
fying an access contract, require payment for dam-
age to biological diversity and impose any civil or
criminal sanctions which may apply (article 47).

The proposed Fijian legislation would give the Con-
servation and National Parks Authority the power to
issue directives to cease bioprospecting activities,
recover samples taken and institute financial proceed-
ings to recover any financial security which may have
been deposited if the permit issued is not strictly
complied with (section 254(16)(a)-(b)). Criminal and
financial penalties for a person's failure to comply
with the directives, requirements or conditions of the
Conservation and National Park Authority can be
imposed (section 254(17)).

Financial penalties will range from US $10,000 to
US $20,000 (section 279). Liability assessment or
the settlement of other disputes would be assigned
to a proposed sustainable development tribunal (sec-
tion 254(18)).

The Philippines Executive Order provides for crimi-
nal penalties when activities are undertaken in vio-
lation of it (section 10). Prosecution would be under
existing criminal laws including the provisions of
the National Integrated Protected Areas System Act
(1992) and the Revised Forestry Code (section 14.1,
Implementation Regulations). For legal persons, such
as corporations, liability extends to the corporate
head, president or general manager (section 14.2,
Implementation Regulations).

The Executive Order allows the government to uni-
laterally terminate the research agreement when any
of the terms of the agreement have been violated (sec-
tion 5(f)). The research agreement can also be re-
voked for reasons of public interest or welfare. Non-
compliance will cause the government to confiscate

3.7 Identification and Monitoring

Access legislation can address identification and
monitoring in a number of different ways. The plan-
ning process should highlight which areas need to
be addressed in the State's approach. The State's na-
tional research policy could be drawn on for guid-
ance. The identification and monitoring provisions
of the access legislation can be targeted to at least
three actors: the government, the competent author-
ity overseeing the access determination process and
the legal or natural persons seeking an access agree-
ment.

The access legislation could require the government
to undertake new identification and monitoring ac-
tivities specific to genetic resources or maintain or
redirect existing activities. The ability to do this will
be dependent on a sustainable flow of financial re-

the collected biological and genetic specimens (sec-
tion 14.3, Implementation Regulations).

In the event of non-compliance, the performance,
compensation and ecological rehabilitation bond,
provided by the holder of a commercial research
agreement as a condition of the agreement, would
be forfeited. In addition to any other administrative
sanctions, a perpetual ban on future bioprospecting
within the Philippines would be imposed. The viola-
tion would also be published in the national and in-
ternational media and the Inter-agency Committee
would notify intergovernmental organisations.

The Implementation Regulations also have specific
provisions on the rescission of the research agree-
ment (section 9). For example, after a prior informed
consent certificate has been obtained and the research
agreement enters into force, subsequent rescission
of the certificate will not be grounds for rescinding
the agreement (section 9.1). Exceptions are made,
however, when the agreement was obtained
fraudulently, the right of indigenous peoples to
traditionally use biological resources is impaired
or the public interest or welfare would be violated
(section 9.1(1-3).

The violation of the terms of the agreement by ei-
ther party are grounds for rescission (section 9.2).
The principal associated with the agreement can ap-
ply for rescission in cases of bankruptcy, force
majeure or security problems (section 9.3).

The Republic of Korea National Environmental Pres-
ervation Act of 1991, as amended in 1994, also has
particularly strong provisions on sanctions and pen-
alties for commercial, medical and scientific use of
biological resources without prior approval. Persons
may be imprisoned for up to one year or fined up to
3 million Won (article 39(3)).

sources to support these efforts as well as training
for in-country scientists and para-taxonomists.

Increased financial resources may be politically
justifiable if identification and monitoring activi-
ties are directly connected to wealth-building or
other "spin-off" activities within the country. For
example, identification and monitoring activities
could expand the potential uses for genetic re-
sources already known in the country, while un-
covering genetic resources with new uses.

In addition, identification and monitoring activities
could strengthen a State's position in negotiating mu-
tually agreed terms for access to genetic resources.
Finally, since collecting and other pressures can
threaten genetic resources, and therefore bio-
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prospecting activities, identification and monitor-
ing, along with related research efforts, will con-
tribute to conservation and sustainable use meas-
ures. All three situations could provide important
support to a State's biotechnology sector, while
contributing important biodiversity-related infor-
mation to the country.

The competent authority, which may or may not be
a governmental entity, could be charged by access
legislation with coordinating identification, monitor-
ing and other associated research efforts. It could also
be charged with ensuring that access-related activi-
ties help the State accomplish its identification, moni-
toring and other research goals. This would be re-
flected in an access agreement.

Pursuant to an access agreement, the legal or natural
person who sought access could be required to con-
tribute to the identification and monitoring efforts.
Such "process benefits" (Laird and Wynberg, 1997)
could be very valuable up-front "payments" for ac-
cess to genetic resources. They should not be over-
looked.

At a minimum, the agreement should require dupli-
cate samples to be deposited with an identified in-
country institution. An access agreement could also
provide for training of personnel in such areas as
taxonomy and database management. The research-
ers of a country could participate in taxonomic re-
search proposed whether in the field or in the labo-
ratory. Data assessments, research results and rel-
evant publications resulting from access which could
contribute to identification and monitoring activities
should also be provided.

3.7.1 State Practice

Access legislation should require the permittee to
monitor the impacts of proposed collecting activi-
ties, especially if they will involve potentially inten-
sive or destructive methods. This will ensure that
activities do not threaten populations of the target
organism, its habitat and other organisms as well.
This could be manifested through an access agree-
ment condition.

Monitoring, however, pre-supposes some level of
baseline information is available. Baseline informa-
tion could be required as a pre-condition to an ac-
cess determination, perhaps via an environmental
impact assessment. Additional research may be
needed.

Because monitoring is the measurement of a situa-
tion in a time series, periodic reports should be sub-
mitted. The access agreement should contain provi-
sions to enable the parties to reconsider the amount
of materials taken if monitoring indicates that present
activities are threatening the target organism or bio-
logical diversity.

Monitoring should also be devised for existing or
on-going collecting activities to ensure their
sustainability. This can be accomplished if the ac-
cess legislation requires it, especially if agreements
pre-dating the legislation need to be renegotiated.
This would be in keeping with the article 7(c) (iden-
tify processes and activities which have or are likely
to have significant adverse impacts on biodiversity),
and articles 8(1) (regulate or manage threats identi-
fied) and 8(i) (compatibility between present uses
and conservation and sustainable use), of the Con-
vention on Biological Diversity.

The Philippines legislation provides a comprehen-
sive example. A Philippine national policy is "to pro-
mote the development of local capability in science
and technology" in selected areas (section 1, Execu-
tive Order).

The access legislation is designed to achieve the
policy in several ways. First, non-commercial re-
search agreements can only be obtained by in-coun-
try institutions (section 3, Executive Order). An out-
side institution seeking to undertake non-commer-
cial work needs to enter into a collaborative arrange-
ment with a Philippine institution, otherwise it would
need to apply for a commercial agreement through a
more elaborate process.

Second, minimum terms for research agreements
include the deposit of specimens with the national
museum (Executive Order, section 5(b); section
8.1(2) Implementation Regulations). Living speci-
mens are to be deposited in designated depositories

(section 8.1(3), Implementation Regulations). Fili-
pino citizens and Philippine governmental entities
are to have access to specimens and data collected
(section 5(c), Executive Order). Access is qualified
and is to be consistent with future international obli-
gations such as the FAO International Undertaking
on Plant Genetic Resources for Food and Agricul-
ture (section 8.1(4), Implementation Regulations).

Third, whenever the commercial collector or its prin-
cipal is foreign, the participation of scientists with
Philippines citizenship is required. Participation will
be at the cost of the commercial collector (section
5(h), Executive Order; section 8.1(12), Implementa-
tion Regulations). Additionally, commercial collec-
tors or their principals are encouraged to "avail ...
the services of Philippine universities and academic
institutions" (section 5(i), Executive Order).

Fourth, the Inter-agency Committee is directed to
involve local scientists in the decision-making proc-
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ess to facilitate local involvement in research, col-
lection and use of biological and genetic resources
(section 7(g), Executive Order). Research agreements
are to be monitored by the respective governmental
agency which gave consent using a standard scheme
(section 12.1, Implementation Regulations).

Fifth, a specially designated inter-agency monitor-
ing team is also designated. Its members include the
participating agencies within the Inter-agency Com-
mittee (section 12.2, Implementation Regulations).
This team will create a mechanism to integrate and
disseminate information generated from research,
collection and utilisation activities.

Finally, the Inter-agency Committee is to develop a
conceptual framework for using research agreements
to significantly increase knowledge on Philippine
biodiversity (section 7(h), Executive Order).

Under Andean Pact Decision 391, the competent na-
tional authority of each member state is to maintain a
national inventory of genetic resources and derivative
products (article 50(n)). Research participation, sup-
porting research and capacity building are all provided
for by the Decision (article 17). Explicit provisions on
monitoring genetic resources for conservation purposes
are not provided, but the competent national authori-
ties are to supervise and monitor the conditions of the
access contract (article 50(g)) and "to supervise the
conservation status of biological resources which con-
tain genetic resources" (article 50(1)).

The Fijian Draft Sustainable Development Bill does
not mention inventories or research. A permit appli-
cation is to state whether an environmental monitor-
ing or management plan is needed (section 254(4)(b)
(ix)). A permit issued would stipulate conditions on
monitoring (section 254(9)(c)(iv)).

3.8 In-situ Conservation, Sustainable Use and Environmental Impact Assessment

Collecting activities may threaten biological diver-
sity at the genetic, taxonomic and ecosystem levels.
For example, collecting from a small population of
organisms could cause genetic erosion or even ex-
tinction. Species dependent on the targeted species
could be threatened. If the targeted species is critical
to the structure or function of an ecosystem inten-
sive collecting could have ecosystem-level impacts.
Therefore access legislation will need to ensure that
collecting activities represent a sustainable use. Steps
taken should be guided by a precautionary approach.

Access legislation can rely on already existing con-
servation and use legislation. In general, the access
legislation could simply state that access activities
must be in keeping with existing environmental con-
servation laws. There are two aspects to this. First,
decisions taken by the competent authority must be
consistent with existing laws. Second, where con-
sent is given, the activities of the permittee must com-
ply with existing laws. Where existing legislation is
deemed inadequate, access legislation could provide
supplemental provisions tailored to the particular
threats which collecting and resupply pose.

A threshold question will be how to determine when
a proposed or existing activity represents a threat.
The question presupposes that the competent author-
ity has the mandate and the expertise to consider
threats in the first place. While access legislation
should require the competent authority to consider
environmental and conservation issues in its deci-
sion-making process, where the competent author-
ity does not have the expertise it should be required
to seek advice. This could be from an advisory board,
a ministry or agency or another recognised source.

For proposed activities there are at least two infor-
mation sources for determining the level of threat

posed. An access application is the first source of
information (see section 3.4.1). At minimum, the
applicant should be required to supply information
about the species targeted. This might include infor-
mation on conservation status, relationship with other
organisms, the methods of collection, the amounts
needed, storage methods and the need for a continu-
ing supply of materials collected.

Comments received from a public notification proc-
ess are another source of information. They can help
to identify situations which might be problematic.
The knowledge of indigenous and local communi-
ties may be invaluable in this regard.

Depending on the circumstances, information gath-
ered could either supplement or trigger an environ-
mental impact assessment (EIA) for the activity pro-
posed. Whether an EIA is required should be clari-
fied in the legislation. Existing legislation could be
drawn on. Alternatively, access legislation could also
provide stand alone EIA provisions tailored to the
circumstances of collecting and resupply. The con-
tent of the EIA could be specified in the legislation
or in more detailed regulations.

For existing activities, the primary source of infor-
mation could be obtained from an environmental
audit. A public notice could be issued announcing
the audit to solicit comments from parties potentially
affected by the on-going activities. Analysing exist-
ing activities via an environmental audit would be in
keeping with article 7(c) and articles 8(i) and (1).

Finally, though it is not required by the Convention
on Biological Diversity, the scope of environmental
impact assessment could be broadly defined to in-
clude social impacts.
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3.8.1 State Practice

Existing legislation reflects varying degrees of con-
servation awareness. The Andean Pact Decision is
perhaps most comprehensive.

In the Andean Pact, member states are to adopt pre-
cautionary measures to slow genetic erosion, envi-
ronmental degradation and natural resource degra-
dation (article 13). Lack of scientific certainty is not
to be used as a reason for postponing effective meas-
ures. The threshold is "the danger of grave and irre-
versible damage" (article 13).

The applicant can be compelled to comply with exist-
ing environmental provisions in a member state (arti-
cle 31) which could include EIA for example. The com-
petent national authorities are directed to consider en-
vironmental issues in the process leading up to a deter-
mination as to whether the access application will be
accepted for further review (article 31).

The Common Regime amplifies the precautionary
principle by allowing member states to establish par-
tial or total limitations on access (article 45). Meas-
ures taken must be provided "by means of an ex-
plicit legal norm" (article 45). They include instances
where (1) the species, sub-species variety or race is
endemic, rare or threatened with extinction; (2) the
access activity could threaten a vulnerable or fragile
ecosystem; (3) impacts on ecosystems are undesir-
able or difficult to control; or (4) access threatens
genetic erosion. In addition, competent national au-
thorities are entrusted with supervising the conser-
vation status of biological resources targeted for their
genetic resources (article 50(d)). As a group, the
member states are to design and implement joint
genetic resource conservation programmes (comple-
mentary provision 1).

In Fiji, the biodiversity prospecting system devel-
oped by the Authority is to ensure that research and
exploitation do not cause ecological harm and that
taking biological samples "does not cause any unde-
sirable impact upon Fiji's biodiversity" (section
254(1)). The permit application requires an accurate
description of the biodiversity prospecting activity,
a description of the area where it will occur, species
sought, quantities harvested, sample and harvest
methods, storage methods and a statement on eco-
logical impact (section 254(4)).

Comments from the public and other agencies will
be solicited (section 254(5)), a monitoring pro-

gramme will be identified and an auditing system
will be established prior to issuance of a permit (sec-
tion 254(6)). Based on the information it has, the
Authority's determination will be either to issue or
deny the permit or refer the matter for an EIA pursu-
ant to another section in the Draft Sustainable De-
velopment Bill. Permits issued can have conserva-
tion-related conditions (section 254(9)(c)).

An application for an export permit also requires
conservation related information including "the im-
pact of the removal and export on other species of
flora and fauna and the biodiversity of the local, na-
tional and regional habitat" (section 254(12)). If the
materials have already been collected, the useful-
ness of this information is unclear, unless the export
permit application is made concurrently at the time
the prospecting permit application is made or prior
to undertaking biodiversity prospecting activity it-
self. Such a requirement might be useful for on-go-
ing activities. Prior to an export permit decision veri-
fication with the conditions of any authority granted
and CITES compliance is undertaken (section
254(14)).

In the Philippines, the interest of the State in conser-
vation provides one of the bases for regulating
bioprospecting activities (preambular paragraph 2,
Executive Order). The policy of the State is to regu-
late bioprospecting of biological and genetic re-
sources to ensure that they are protected and con-
served (section 1, Executive Order)

Research agreements are to specify a limit on sam-
ples (section 5(a), Executive Order). An approved
list and quantity of samples is to be drawn-up by the
Inter-agency Committee (section 10.2.c) and strictly
adhered to by the permittee. A requisite for research
agreements provides that prospecting will not directly
or indirectly harm biological diversity and the bio-
logical balance of the inhabitants of the targeted site
(appendix B, requisite b, Executive Order).

Prospecting in protected areas must comply with the
Philippines National Integrated Protected Areas Sys-
tem Act and a protected area's management plan (ap-
pendix B, requisite c, Executive Order). Finally, ac-
tivities must comply with all Philippine environmen-
tal laws, including those on EIA where necessary
(appendix B, requisite d, Executive Order). Exports
are also to comply with CITES rules (section 8.1(5),
Implementation Regulations).

3.9 Financial Issues

There are at least two financial issues which will need
to be addressed as an approach to regulate access to

genetic resources is developed: (1) financial re-
sources to set-up and run the regulatory programme
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and (2) creating mechanisms into which can flow
money generated from the use of genetic resources
for subsequent dispersment.

An effective access determination process, and fol-
low-up monitoring, will require adequate funding.
Therefore, financial resources may be the most criti-
cal consideration in an attempt to develop a regula-
tory scheme to determine access to genetic resources
and ensure benefit-sharing. The financial burden of
establishing a regulatory programme will have to be
weighed against the probability that there will be a
possible pay-off in the future.

Cost-effective options could be explored as part of
the planning process. Funding sources could also be
identified. Limited financial resources will be a ma-
jor incentive for keeping a future regulatory pro-
gramme simple.

Administrative fees could be a possible source of
user derived funds. However, if the volume of re-
quests is low it is doubtful a regulatory programme
could be fully funded from these. Furthermore, it may
not be feasible to make up the difference with higher
fees since to do so could simply encourage collec-
tors to go elsewhere. Therefore to remain viable most
regulatory programmes will probably require sup-
plemental funding.

If prior informed consent will be a two-tiered proc-
ess involving, for example, indigenous and local com-
munities, funding for local access determination
processes will also need to be considered.

For benefit-sharing, the planning process should iden-
tify the options for capturing, managing and distrib-
uting any financial benefits generated, once it is es-
tablished who will derive financial benefits. It may
be desirable to establish a fund within which finan-
cial benefits derived from genetic resources may be
deposited.

The planning process could also identify how the
money could be best allocated. A threshold question
may be to determine whether funds will be directed
only into conservation activities or others, such as
development activities. At the local level the distinc-
tion between funding conservation or development
activities may be artificial. How to appropriately di-
rect benefits down to the local level is an important
issue to address as well.

Furthermore, it may be desirable to avoid the temp-
tation of financing the regulatory programme from
financial benefits generated. There are at least two
reasons for this. First, there is no certainty that ac-
cess will result in financial benefits in the first place.
Therefore a sustainable source of funding will be
needed to maintain the regulatory programme until
a profitable end-product is developed. Second, sepa-
rating operating costs from financial benefits derived
will ensure financial benefits are not eaten up by
administrative costs.

If a fund is created rules should be created to govern
its management. These would include the manage-
ment and distribution of capital.

3.9.1 State Practice

Under the complementary provisions of Decision
391, the member states are to create or strengthen
funds or other financial mechanisms for benefits
derived from genetic resources (complementary pro-
vision 1). This is to be pursuant to national legisla-
tion. Additionally, the member states as a group will
analyse the "feasibility and convenience" of creat-
ing an Andean Fund to conserve genetic resources.
Early in the consultative process leading up to Deci-
sion 391 it was proposed that a portion of the finan-
cial flow generated from species common to two or
more member states could be diverted into a regional
fund to support regional activities regardless of where
they were collected from (IUCN, 1994).

In the Philippines, financial resources for the Inter-
agency Committee can come from a number of
sources. The most important appears to be an annual

appropriation from each of the participating govern-
mental agencies (section 16.1, Implementation Regu-
lations). The Inter-agency Committee can also be
supported by nominal application processing fees
(section 6.1.5, Implementation Regulations). Fees
depend on the nationality of the applicant.

In addition, "bioprospecting fees" from research
agreements can also support the Committee (sec-
tion 16.1, Implementation Regulations). The bio-
prospecting fee is determined by the Inter-agency
Committee. It is to be paid by the principal when
a research agreement is approved (section 8.15,
Implementation Regulations). The Implementa-
tion Regulations do not provide criteria for deter-
mining the amount of the bioprospecting fee as-
sessed.
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Appendix 1 - Convention on Biological Diversity and Resolution 3 of the Nairobi
Final Act

Preamble

The Contracting Parties,

Conscious of the intrinsic value of biological diversity and of the ecological, genetic, social, economic, scien-
tific, educational, cultural, recreational and aesthetic values of biological diversity and its components,

Conscious also of the importance of biological diversity for evolution and for maintaining life sustaining sys-
tems of the biosphere,

Affirming that the conservation of biological diversity is a common concern of humankind,

Reaffirming that States have sovereign rights over their own biological resources,

Reaffirming also that States are responsible for conserving their biological diversity and for using their biologi-
cal resources in a sustainable manner,

Concerned that biological diversity is being significantly reduced by certain human activities,

Aware of the general lack of information and knowledge regarding biological diversity and of the urgent need to
develop scientific, technical and institutional capacities to provide the basic understanding upon which to plan and
implement appropriate measures,

Noting that it is vital to anticipate, prevent and attack the causes of significant reduction or loss of biological
diversity at source,

Noting also that where there is a threat of significant reduction or loss of biological diversity, lack of full
scientific certainty should not be used as a reason for postponing measures to avoid or minimize such a threat,

Noting further that the fundamental requirement for the conservation of biological diversity is the in-situ con-
servation of ecosystems and natural habitats and the maintenance and recovery of viable populations of species in their
natural surroundings,

Noting further that ex-situ measures, preferably in the country of origin, also have an important role to play,

Recognizing the close and traditional dependence of many indigenous and local communities embodying tradi-
tional lifestyles on biological resources, and the desirability of sharing equitably benefits arising from the use of
traditional knowledge, innovations and practices relevant to the conservation of biological diversity and the sustainable
use of its components,

Recognizing also the vital role that women play in the conservation and sustainable use of biological diversity
and affirming the need for the full participation of women at all levels of policy-making and implementation for
biological diversity conservation,

Stressing the importance of, and the need to promote, international, regional and global cooperation among
States and intergovernmental organizations and the non-governmental sector for the conservation of biological diver-
sity and the sustainable use of its components,

Acknowledging that the provision of new and additional financial resources and appropriate access to relevant
technologies can be expected to make a substantial difference in the world's ability to address the loss of biological
diversity,

Acknowledging further that special provision is required to meet the needs of developing countries, including
the provision of new and additional financial resources and appropriate access to relevant technologies,

Noting in this regard the special conditions of the least developed countries and small island States,
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Acknowledging that substantial investments are required to conserve biological diversity and that there is the
expectation of a broad range of environmental, economic and social benefits from those investments,

Recognizing that economic and social development and poverty eradication are the first and overriding priori-
ties of developing countries,

Aware that conservation and sustainable use of biological diversity is of critical importance for meeting the
food, health and other needs of the growing world population, for which purpose access to and sharing of both genetic
resources and technologies are essential,

Noting that, ultimately, the conservation and sustainable use of biological diversity will strengthen friendly
relations among States and contribute to peace for humankind,

Desiring to enhance and complement existing international arrangements for the conservation of biological
diversity and sustainable use of its components, and

Determined to conserve and sustainably use biological diversity for the benefit of present and future
generations,

Have agreed as follows:

Article 1. Objectives

The objectives of this Convention, to be pursued in accordance with its relevant provisions, are the conservation
of biological diversity, the sustainable use of its components and the fair and equitable sharing of the benefits arising
out of the utilization of genetic resources, including by appropriate access to genetic resources and by appropriate
transfer of relevant technologies, taking into account all rights over those resources and to technologies, and by appro-
priate funding.

Article 2. Use of Terms

For the purposes of this Convention:

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

"Biological resources" includes genetic resources, organisms or parts thereof, populations, or any other biotic compo-
nent of ecosystems with actual or potential use or value for humanity.

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

"Country of origin of genetic resources" means the country which possesses those genetic resources in in-situ condi-
tions.

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

"Domesticated or cultivated species" means species in which the evolutionary process has been influenced by humans
to meet their needs.

"Ecosystem" means a dynamic complex of plant, animal and micro-organism communities and their non-living envi-
ronment interacting as a functional unit.

"Ex-situ conservation" means the conservation of components of biological diversity outside their natural habitats.

"Genetic material" means any material of plant, animal, microbial or other origin containing functional units of
heredity.
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"Genetic resources" means genetic material of actual or potential value.

"Habitat" means the place or type of site where an organism or population naturally occurs.

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

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

"Protected area" means a geographically defined area which is designated or regulated and managed to achieve spe-
cific conservation objectives.

"Regional economic integration organization" means an organization constituted by sovereign States of a given re-
gion, to which its member States have transferred competence in respect of matters governed by this Convention and
which has been duly authorized, in accordance with its internal procedures, to sign, ratify, accept, approve or accede to
it.

"Sustainable use" means the use of components of biological diversity in a way and at a rate that does not lead to the
long-term decline of biological diversity, thereby maintaining its potential to meet the needs and aspirations of present
and future generations.

"Technology" includes biotechnology.

Article 3. Principle

States have, in accordance with the Charter of the United Nations and the principles of international law, the
sovereign right to exploit their own resources pursuant to their own environmental policies, and the responsibility to
ensure that activities within their jurisdiction or control do not cause damage to the environment of other States or of
areas beyond the limits of national jurisdiction.

Article 4. Jurisdictional Scope

Subject to the rights of other States, and except as otherwise expressly provided in this Convention, the provi-
sions of this Convention apply, in relation to each Contracting Party:

(a) In the case of components of biological diversity, in areas within the limits of its national jurisdiction;
and

(b) In the case of processes and activities, regardless of where their effects occur, carried out under its
jurisdiction or control, within the area of its national jurisdiction or beyond the limits of national jurisdiction.

Article 5. Cooperation

Each Contracting Party shall, as far as possible and as appropriate, cooperate with other Contracting Parties,
directly or, where appropriate, through competent international organizations, in respect of areas beyond national
jurisdiction and on other matters of mutual interest, for the conservation and sustainable use of biological diversity.

Article 6. General Measures for Conservation and Sustainable Use

Each Contracting Party shall, in accordance with its particular conditions and capabilities:

(a) Develop national strategies, plans or programmes for the conservation and sustainable use of biological
diversity or adapt for this purpose existing strategies, plans or programmes which shall reflect, inter alia, the measures
set out in this Convention relevant to the Contracting Party concerned; and

(b) Integrate, as far as possible and as appropriate, the conservation and sustainable use of biological diver-
sity into relevant sectoral or cross-sectoral plans, programmes and policies.
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Article 7. Identification and Monitoring

Each Contracting Party shall, as far as possible and as appropriate, in particular for the purposes of
Articles 8 to 10:

(a) Identify components of biological diversity important for its conservation and sustainable use having
regard to the indicative list of categories set down in Annex I;

(b) Monitor, through sampling and other techniques, the components of biological diversity identified pur-
suant to subparagraph (a) above, paying particular attention to those requiring urgent conservation measures and those
which offer the greatest potential for sustainable use;

(c) Identify processes and categories of activities which have or are likely to have significant adverse im-
pacts on the conservation and sustainable use of biological diversity, and monitor their effects through sampling and
other techniques; and

(d) Maintain and organize, by any mechanism data, derived from identification and monitoring activities
pursuant to subparagraphs (a), (b) and (c) above.

Article 8. In-situ Conservation

Each Contracting Party shall, as far as possible and as appropriate:

(a) Establish a system of protected areas or areas where special measures need to be taken to conserve
biological diversity;

(b) Develop, where necessary, guidelines for the selection, establishment and management of protected
areas or areas where special measures need to be taken to conserve biological diversity;

(c) Regulate or manage biological resources important for the conservation of biological diversity whether
within or outside protected areas, with a view to ensuring their conservation and sustainable use;

(d) Promote the protection of ecosystems, natural habitats and the maintenance of viable populations of
species in natural surroundings;

(e) Promote environmentally sound and sustainable development in areas adjacent to protected areas with a
view to furthering protection of these areas;

(f) Rehabilitate and restore degraded ecosystems and promote the recovery of threatened species, inter alia,
through the development and implementation of plans or other management strategies;

(g) Establish or maintain means to regulate, manage or control the risks associated with the use and release
of living modified organisms resulting from biotechnology which are likely to have adverse environmental impacts
that could affect the conservation and sustainable use of biological diversity, taking also into account the risks to
human health;

(h) Prevent the introduction of, control or eradicate those alien species which threaten ecosystems, habitats
or species;

(i) Endeavour to provide the conditions needed for compatibility between present uses and the conservation
of biological diversity and the sustainable use of its components;

(j) Subject to its national legislation, respect, preserve and maintain knowledge, innovations and practices
of indigenous and local communities embodying traditional lifestyles relevant for the conservation and sustainable use
of biological diversity and promote their wider application with the approval and involvement of the holders of such
knowledge, innovations and practices and encourage the equitable sharing of the benefits arising from the utilization of
such knowledge, innovations and practices;

(k) Develop or maintain necessary legislation and/or other regulatory provisions for the protection of threat-
ened species and populations;
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(1) Where a significant adverse effect on biological diversity has been determined pursuant to Article 7,
regulate or manage the relevant processes and categories of activities; and

(m) Cooperate in providing financial and other support for in-situ conservation outlined in subparagraphs (a)
to (1) above, particularly to developing countries.

Article 9. Ex-situ Conservation

Each Contracting Party shall, as far as possible and as appropriate, and predominantly for the purpose of com-
plementing in-situ measures:

(a) Adopt measures for the ex-situ conservation of components of biological diversity, preferably in the
country of origin of such components;

(b) Establish and maintain facilities for ex-situ conservation of and research on plants, animals and micro-
organisms, preferably in the country of origin of genetic resources;

(c) Adopt measures for the recovery and rehabilitation of threatened species and for their reintroduction
into their natural habitats under appropriate conditions;

(d) Regulate and manage collection of biological resources from natural habitats for ex-situ conservation
purposes so as not to threaten ecosystems and in-situ populations of species, except where special temporary ex-situ
measures are required under subparagraph (c) above; and

(e) Cooperate in providing financial and other support for ex-situ conservation outlined in subparagraphs
(a) to (d) above and in the establishment and maintenance of ex-situ conservation facilities in developing countries.

Article 10. Sustainable Use of Components of Biological Diversity

Each Contracting Party shall, as far as possible and as appropriate:

(a) Integrate consideration of the conservation and sustainable use of biological resources into national
decision-making;

(b) Adopt measures relating to the use of biological resources to avoid or minimize adverse impacts on
biological diversity;

(c) Protect and encourage customary use of biological resources in accordance with traditional cultural
practices that are compatible with conservation or sustainable use requirements;

(d) Support local populations to develop and implement remedial action in degraded areas where biological
diversity has been reduced; and

(e) Encourage cooperation between its governmental authorities and its private sector in developing meth-
ods for sustainable use of biological resources.

Article 11. Incentive Measures

Each Contracting Party shall, as far as possible and as appropriate, adopt economically and socially sound
measures that act as incentives for the conservation and sustainable use of components of biological diversity.

Article 12. Research and Training

The Contracting Parties, taking into account the special needs of developing countries, shall:

(a) Establish and maintain programmes for scientific and technical education and training in measures for
the identification, conservation and sustainable use of biological diversity and its components and provide support for
such education and training for the specific needs of developing countries;
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(b) Promote and encourage research which contributes to the conservation and sustainable use of biological
diversity, particularly in developing countries, inter alia, in accordance with decisions of the Conference of the Parties
taken in consequence of recommendations of the Subsidiary Body on Scientific, Technical and Technological Advice;
and

(c) In keeping with the provisions of Articles 16, 18 and 20, promote and cooperate in the use of scientific
advances in biological diversity research in developing methods for conservation and sustainable use of biological
resources.

Article 13. Public Education and Awareness

The Contracting Parties shall:

(a) Promote and encourage understanding of the importance of, and the measures required for, the conser-
vation of biological diversity, as well as its propagation through media, and the inclusion of these topics in educational
programmes; and

(b) Cooperate, as appropriate, with other States and international organizations in developing educational
and public awareness programmes, with respect to conservation and sustainable use of biological diversity.

Article 14. Impact Assessment and Minimizing Adverse Impacts

1. Each Contracting Party, as far as possible and as appropriate, shall:

(a) Introduce appropriate procedures requiring environmental impact assessment of its proposed projects
that are likely to have significant adverse effects on biological diversity with a view to avoiding or minimizing such
effects and, where appropriate, allow for public participation in such procedures;

(b) Introduce appropriate arrangements to ensure that the environmental consequences of its programmes
and policies that are likely to have significant adverse impacts on biological diversity are duly taken into account;

(c) Promote, on the basis of reciprocity, notification, exchange of information and consultation on activities
under their jurisdiction or control which are likely to significantly affect adversely the biological diversity of other
States or areas beyond the limits of national jurisdiction, by encouraging the conclusion of bilateral, regional or mul-
tilateral arrangements, as appropriate;

(d) In the case of imminent or grave danger or damage, originating under its jurisdiction or control, to
biological diversity within the area under jurisdiction of other States or in areas beyond the limits of national jurisdic-
tion, notify immediately the potentially affected States of such danger or damage, as well as initiate action to prevent
or minimize such danger or damage; and

(e) Promote national arrangements for emergency responses to activities or events, whether caused natu-
rally or otherwise, which present a grave and imminent danger to biological diversity and encourage international
cooperation to supplement such national efforts and, where appropriate and agreed by the States or regional economic
integration organizations concerned, to establish joint contingency plans.

2. The Conference of the Parties shall examine, on the basis of studies to be carried out, the issue of liability and
redress, including restoration and compensation, for damage to biological diversity, except where such liability is a
purely internal matter.

Article 15. Access to Genetic Resources

1. Recognizing the sovereign rights of States over their natural resources, the authority to determine access to
genetic resources rests with the national governments and is subject to national legislation.

2. Each Contracting Party shall endeavour to create conditions to facilitate access to genetic resources for environ-
mentally sound uses by other Contracting Parties and not to impose restrictions that run counter to the objectives of this
Convention.
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3. For the purpose of this Convention, the genetic resources being provided by a Contracting Party, as referred to
in this Article and Articles 16 and 19, are only those that are provided by Contracting Parties that are countries of origin
of such resources or by the Parties that have acquired the genetic resources in accordance with this Convention.

4. Access, where granted, shall be on mutually agreed terms and subject to the provisions of this Article.

5. Access to genetic resources shall be subject to prior informed consent of the Contracting Party providing such
resources, unless otherwise determined by that Party.

6. Each Contracting Party shall endeavour to develop and carry out scientific research based on genetic resources
provided by other Contracting Parties with the full participation of, and where possible in, such Contracting Parties.

7. Each Contracting Party shall take legislative, administrative or policy measures, as appropriate, and in accord-
ance with Articles 16 and 19 and, where necessary, through the financial mechanism established by Articles 20 and 21
with the aim of sharing in a fair and equitable way the results of research and development and the benefits arising from
the commercial and other utilization of genetic resources with the Contracting Party providing such resources. Such
sharing shall be upon mutually agreed terms.

Article 16. Access to and Transfer of Technology

1. Each Contracting Party, recognizing that technology includes biotechnology, and that both access to and trans-
fer of technology among Contracting Parties are essential elements for the attainment of the objectives of this Conven-
tion, undertakes subject to the provisions of this Article to provide and/or facilitate access for and transfer to other
Contracting Parties of technologies that are relevant to the conservation and sustainable use of biological diversity or
make use of genetic resources and do not cause significant damage to the environment.

2. Access to and transfer of technology referred to in paragraph 1 above to developing countries shall be provided
and/or facilitated under fair and most favourable terms, including on concessional and preferential terms where mutu-
ally agreed, and, where necessary, in accordance with the financial mechanism established by Articles 20 and 21. In
the case of technology subject to patents and other intellectual property rights, such access and transfer shall be pro-
vided on terms which recognize and are consistent with the adequate and effective protection of intellectual property
rights. The application of this paragraph shall be consistent with paragraphs 3, 4 and 5 below.

3. Each Contracting Party shall take legislative, administrative or policy measures, as appropriate, with the aim
that Contracting Parties, in particular those that are developing countries, which provide genetic resources are provided
access to and transfer of technology which makes use of those resources, on mutually agreed terms, including technol-
ogy protected by patents and other intellectual property rights, where necessary, through the provisions of Articles 20
and 21 and in accordance with international law and consistent with paragraphs 4 and 5 below.

4. Each Contracting Party shall take legislative, administrative or policy measures, as appropriate, with the aim
that the private sector facilitates access to, joint development and transfer of technology referred to in paragraph 1
above for the benefit of both governmental institutions and the private sector of developing countries and in this regard
shall abide by the obligations included in paragraphs 1, 2 and 3 above.

5. The Contracting Parties, recognizing that patents and other intellectual property rights may have an influence
on the implementation of this Convention, shall cooperate in this regard subject to national legislation and international
law in order to ensure that such rights are supportive of and do not run counter to its objectives.

Article 17. Exchange of Information

1. The Contracting Parties shall facilitate the exchange of information, from all publicly available sources, rel-
evant to the conservation and sustainable use of biological diversity, taking into account the special needs of develop-
ing countries.

2. Such exchange of information shall include exchange of results of technical, scientific and socio-economic
research, as well as information on training and surveying programmes, specialized knowledge, indigenous and tradi-
tional knowledge as such and in combination with the technologies referred to in Article 16, paragraph 1. It shall also,
where feasible, include repatriation of information.
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Article 18. Technical and Scientific Cooperation

1. The Contracting Parties shall promote international technical and scientific cooperation in the field of conserva-
tion and sustainable use of biological diversity, where necessary, through the appropriate international and national
institutions.

2. Each Contracting Party shall promote technical and scientific cooperation with other Contracting Parties, in
particular developing countries, in implementing this Convention, inter alia, through the development and implemen-
tation of national policies. In promoting such cooperation, special attention should be given to the development and
strengthening of national capabilities, by means of human resources development and institution building.

3. The Conference of the Parties, at its first meeting, shall determine how to establish a clearing-house mechanism
to promote and facilitate technical and scientific cooperation.

4. The Contracting Parties shall, in accordance with national legislation and policies, encourage and develop
methods of cooperation for the development and use of technologies, including indigenous and traditional technolo-
gies, in pursuance of the objectives of this Convention. For this purpose, the Contracting Parties shall also promote
cooperation in the training of personnel and exchange of experts.

5. The Contracting Parties shall, subject to mutual agreement, promote the establishment of joint research pro-
grammes and joint ventures for the development of technologies relevant to the objectives of this Convention.

Article 19. Handling of Biotechnology and Distribution of its Benefits

1. Each Contracting Party shall take legislative, administrative or policy measures, as appropriate, to provide for
the effective participation in biotechnological research activities by those Contracting Parties, especially developing
countries, which provide the genetic resources for such research, and where feasible in such Contracting Parties.

2. Each Contracting Party shall take all practicable measures to promote and advance priority access on a fair and
equitable basis by Contracting Parties, especially developing countries, to the results and benefits arising from
biotechnologies based upon genetic resources provided by those Contracting Parties. Such access shall be on mutually
agreed terms.

3. The Parties shall consider the need for and modalities of a protocol setting out appropriate procedures, includ-
ing, in particular, advance informed agreement, in the field of the safe transfer, handling and use of any living modified
organism resulting from biotechnology that may have adverse effect on the conservation and sustainable use of bio-
logical diversity.

4. Each Contracting Party shall, directly or by requiring any natural or legal person under its jurisdiction providing
the organisms referred to in paragraph 3 above, provide any available information about the use and safety regulations
required by that Contracting Party in handling such organisms, as well as any available information on the potential
adverse impact of the specific organisms concerned to the Contracting Party into which those organisms are to be
introduced.

Article 20. Financial Resources

1. Each Contracting Party undertakes to provide, in accordance with its capabilities, financial support and incen-
tives in respect of those national activities which are intended to achieve the objectives of this Convention, in accord-
ance with its national plans, priorities and programmes.

2. The developed country Parties shall provide new and additional financial resources to enable developing coun-
try Parties to meet the agreed full incremental costs to them of implementing measures which fulfil the obligations of
this Convention and to benefit from its provisions and which costs are agreed between a developing country Party and
the institutional structure referred to in Article 21, in accordance with policy, strategy, programme priorities and eligi-
bility criteria and an indicative list of incremental costs established by the Conference of the Parties. Other Parties,
including countries undergoing the process of transition to a market economy, may voluntarily assume the obligations
of the developed country Parties. For the purpose of this Article, the Conference of the Parties, shall at its first meeting
establish a list of developed country Parties and other Parties which voluntarily assume the obligations of the devel-
oped country Parties. The Conference of the Parties shall periodically review and if necessary amend the list. Contri-
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butions from other countries and sources on a voluntary basis would also be encouraged. The implementation of these
commitments shall take into account the need for adequacy, predictability and timely flow of funds and the importance
of burden-sharing among the contributing Parties included in the list.

3. The developed country Parties may also provide, and developing country Parties avail themselves of, financial
resources related to the implementation of this Convention through bilateral, regional and other multilateral channels.

4. The extent to which developing country Parties will effectively implement their commitments under this Con-
vention will depend on the effective implementation by developed country Parties of their commitments under this
Convention related to financial resources and transfer of technology and will take fully into account the fact that
economic and social development and eradication of poverty are the first and overriding priorities of the developing
country Parties.

5. The Parties shal 1 take full account of the specific needs and special situation of least developed countries in their
actions with regard to funding and transfer of technology.

6. The Contracting Parties shall also take into consideration the special conditions resulting from the dependence
on, distribution and location of, biological diversity within developing country Parties, in particular small island States.

7. Consideration shall also be given to the special situation of developing countries, including those that are most
environmentally vulnerable, such as those with arid and semi-arid zones, coastal and mountainous areas.

Article 21. Financial Mechanism

1. There shall be a mechanism for the provision of financial resources to developing country Parties for purposes
of this Convention on a grant or concessional basis the essential elements of which are described in this Article. The
mechanism shall function under the authority and guidance of, and be accountable to, the Conference of the Parties for
purposes of this Convention. The operations of the mechanism shall be carried out by such institutional structure as
may be decided upon by the Conference of the Parties at its first meeting. For purposes of this Convention, the
Conference of the Parties shall determine the policy, strategy, programme priorities and eligibility criteria relating to
the access to and utilization of such resources. The contributions shall be such as to take into account the need for
predictability, adequacy and timely flow of funds referred to in Article 20 in accordance with the amount of resources
needed to be decided periodically by the Conference of the Parties and the importance of burden-sharing among the
contributing Parties included in the list referred to in Article 20, paragraph 2. Voluntary contributions may also be
made by the developed country Parties and by other countries and sources. The mechanism shall operate within a
democratic and transparent system of governance.

2. Pursuant to the objectives of this Convention, the Conference of the Parties shall at its first meeting determine
the policy, strategy and programme priorities, as well as detailed criteria and guidelines for eligibility for access to and
utilization of the financial resources including monitoring and evaluation on a regular basis of such utilization. The
Conference of the Parties shall decide on the arrangements to give effect to paragraph 1 above after consultation with
the institutional structure entrusted with the operation of the financial mechanism.

3. The Conference of the Parties shall review the effectiveness of the mechanism established under this Article,
including the criteria and guidelines referred to in paragraph 2 above, not less than two years after the entry into force
of this Convention and thereafter on a regular basis. Based on such review, it shall take appropriate action to improve
the effectiveness of the mechanism if necessary.

4. The Contracting Parties shall consider strengthening existing financial institutions to provide financial resources
for the conservation and sustainable use of biological diversity.

Article 22. Relationship with Other International Conventions

1. The provisions of this Convention shall not affect the rights and obligations of any Contracting Party deriving
from any existing international agreement, except where the exercise of those rights and obligations would cause a
serious damage or threat to biological diversity.

2. 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.
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Article 23. Conference of the Parties

1. A Conference of the Parties is hereby established. The first meeting of the Conference of the Parties shall be
convened by the Executive Director of the United Nations Environment Programme not later than one year after the
entry into force of this Convention. Thereafter, ordinary meetings of the Conference of the Parties shall be held at
regular intervals to be determined by the Conference at its first meeting.

2. Extraordinary meetings of the Conference of the Parties shall be held at such other times as may be deemed
necessary by the Conference, or at the written request of any Party, provided that, within six months of the request
being communicated to them by the Secretariat, it is supported by at least one third of the Parties.

3. The Conference of the Parties shall by consensus agree upon and adopt rules of procedure for itself and for any
subsidiary body it may establish, as well as financial rules governing the funding of the Secretariat. At each ordinary
meeting, it shall adopt a budget for the financial period until the next ordinary meeting.

4. The Conference of the Parties shall keep under review the implementation of this Convention, and, for this
purpose, shall:

(a) Establish the form and the intervals for transmitting the information to be submitted in accordance with
Article 26 and consider such information as well as reports submitted by any subsidiary body;

(b) Review scientific, technical and technological advice on biological diversity provided in accordance
with Article 25;

(c) Consider and adopt, as required, protocols in accordance with Article 28;

(d) Consider and adopt, as required, in accordance with Articles 29 and 30, amendments to this Convention
and its annexes;

(e) Consider amendments to any protocol, as well as to any annexes thereto, and, if so decided, recommend
their adoption to the parties to the protocol concerned;

(f) Consider and adopt, as required, in accordance with Article 30, additional annexes to this Convention;

(g) Establish such subsidiary bodies, particularly to provide scientific and technical advice, as are deemed
necessary for the implementation of this Convention;

(h) Contact, through the Secretariat, the executive bodies of conventions dealing with matters covered by
this Convention with a view to establishing appropriate forms of cooperation with them; and

(i) Consider and undertake any additional action that may be required for the achievement of the purposes
of this Convention in the light of experience gained in its operation.

5. The United Nations, its specialized agencies and the International Atomic Energy Agency, as well as any State
not Party to this Convention, may be represented as observers at meetings of the Conference of the Parties. Any other
body or agency, whether governmental or non-governmental, qualified in fields relating to conservation and sustain-
able use of biological diversity, which has informed the Secretariat of its wish to be represented as an observer at a
meeting of the Conference of the Parties, may be admitted unless at least one third of the Parties present object. The
admission and participation of observers shall be subject to the rules of procedure adopted by the Conference of the
Parties.

Article 24. Secretariat

1. A secretariat is hereby established. Its functions shall be:

(a) To arrange for and service meetings of the Conference of the Parties provided for in Article 23;

(b) To perform the functions assigned to it by any protocol;

(c) To prepare reports on the execution of its functions under this Convention and present them to the
Conference of the Parties;
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(d) To coordinate with other relevant international bodies and, in particular to enter into such administrative
and contractual arrangements as may be required for the effective discharge of its functions; and

(e) To perform such other functions as may be determined by the Conference of the Parties.

2. At its first ordinary meeting, the Conference of the Parties shall designate the secretariat from amongst those
existing competent international organizations which have signified their willingness to carry out the secretariat func-
tions under this Convention.

Article 25. Subsidiary Body on Scientific, Technical and Technological Advice

1. A subsidiary body for the provision of scientific, technical and technological advice is hereby established to
provide the Conference of the Parties and, as appropriate, its other subsidiary bodies with timely advice relating to the
implementation of this Convention. This body shall be open to participation by all Parties and shall be multidisciplinary.
It shall comprise government representatives competent in the relevant field of expertise. It shall report regularly to the
Conference of the Parties on all aspects of its work.

2. Under the authority of and in accordance with guidelines laid down by the Conference of the Parties, and upon
its request, this body shall:

(a) Provide scientific and technical assessments of the status of biological diversity;

(b) Prepare scientific and technical assessments of the effects of types of measures taken in accordance with
the provisions of this Convention;

(c) Identify innovative, efficient and state-of-the-art technologies and know-how relating to the conserva-
tion and sustainable use of biological diversity and advise on the ways and means of promoting development and/or
transferring such technologies;

(d) Provide advice on scientific programmes and international cooperation in research and development
related to conservation and sustainable use of biological diversity; and

(e) Respond to scientific, technical, technological and methodological questions that the Conference of the
Parties and its subsidiary bodies may put to the body.

3. The functions, terms of reference, organization and operation of this body may be further elaborated by the
Conference of the Parties.

Article 26. Reports

Each Contracting Party shall, at intervals to be determined by the Conference of the Parties, present to the
Conference of the Parties, reports on measures which it has taken for the implementation of the provisions of this
Convention and their effectiveness in meeting the objectives of this Convention.

Article 27. Settlement of Disputes

1. In the event of a dispute between Contracting Parties concerning the interpretation or application of this Con-
vention, the parties concerned shall seek solution by negotiation.

2. If the parties concerned cannot reach agreement by negotiation, they may jointly seek the good offices of, or
request mediation by, a third party.

3. When ratifying, accepting, approving or acceding to this Convention, or at any time thereafter, a State or re-
gional economic integration organization may declare in writing to the Depositary that for a dispute not resolved in
accordance with paragraph 1 or paragraph 2 above, it accepts one or both of the following means of dispute settlement
as compulsory:

(a) Arbitration in accordance with the procedure laid down in Part 1 of Annex II;

(b) Submission of the dispute to the International Court of Justice.
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4. If the parties to the dispute have not, in accordance with paragraph 3 above, accepted the same or any proce-
dure, the dispute shall be submitted to conciliation in accordance with Part 2 of Annex II unless the parties otherwise
agree.

5. The provisions of this Article shall apply with respect to any protocol except as otherwise provided in the
protocol concerned.

Article 28. Adoption of Protocols

1. The Contracting Parties shall cooperate in the formulation and adoption of protocols to this Convention.

2. Protocols shall be adopted at a meeting of the Conference of the Parties.

3. The text of any proposed protocol shall be communicated to the Contracting Parties by the Secretariat at least
six months before such a meeting.

Article 29. Amendment of the Convention or Protocols

1. Amendments to this Convention may be proposed by any Contracting Party. Amendments to any protocol may
be proposed by any Party to that protocol.

2. Amendments to this Convention shall be adopted at a meeting of the Conference of the Parties. Amendments to
any protocol shall be adopted at a meeting of the Parties to the Protocol in question. The text of any proposed amend-
ment to this Convention or to any protocol, except as may otherwise be provided in such protocol, shall be communi-
cated to the Parties to the instrument in question by the secretariat at least six months before the meeting at which it is
proposed for adoption. The secretariat shall also communicate proposed amendments to the signatories to this Con-
vention for information.

3. The Parties shall make every effort to reach agreement on any proposed amendment to this Convention or to any
protocol by consensus. If all efforts at consensus have been exhausted, and no agreement reached, the amendment
shall as a last resort be adopted by a two-third majority vote of the Parties to the instrument in question present and
voting at the meeting, and shall be submitted by the Depositary to all Parties for ratification, acceptance or approval.

4. Ratification, acceptance or approval of amendments shall be notified to the Depositary in writing. Amendments
adopted in accordance with paragraph 3 above shall enter into force among Parties having accepted them on the
ninetieth day after the deposit of instruments of ratification, acceptance or approval by at least two thirds of the Con-
tracting Parties to this Convention or of the Parties to the protocol concerned, except as may otherwise be provided in
such protocol. Thereafter the amendments shall enter into force for any other Party on the ninetieth day after that Party
deposits its instrument of ratification, acceptance or approval of the amendments.

5. For the purposes of this Article, "Parties present and voting" means Parties present and casting an affirmative or
negative vote.

Article 30. Adoption and Amendment of Annexes

1. The annexes to this Convention or to any protocol shall form an integral part of the Convention or of such
protocol, as the case may be, and, unless expressly provided otherwise, a reference to this Convention or its protocols
constitutes at the same time a reference to any annexes thereto. Such annexes shall be restricted to procedural, scien-
tific, technical and administrative matters.

2. Except as may be otherwise provided in any protocol with respect to its annexes, the following procedure shall
apply to the proposal, adoption and entry into force of additional annexes to this Convention or of annexes to any
protocol:

(a) Annexes to this Convention or to any protocol shall be proposed and adopted according to the procedure
laid down in Article 29;

(b) Any Party that is unable to approve an additional annex to this Convention or an annex to any protocol to
which it is Party shall so notify the Depositary, in writing, within one year from the date of the communication of the
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adoption by the Depositary. The Depositary shall without delay notify all Parties of any such notification received. A
Party may at any time withdraw a previous declaration of objection and the annexes shall thereupon enter into force for
that Party subject to subparagraph (c) below;

(c) On the expiry of one year from the date of the communication of the adoption by the Depositary, the
annex shall enter into force for all Parties to this Convention or to any protocol concerned which have not submitted a
notification in accordance with the provisions of subparagraph (b) above.

3. The proposal, adoption and entry into force of amendments to annexes to this Convention or to any protocol
shall be subject to the same procedure as for the proposal, adoption and entry into force of annexes to the Convention
or annexes to any protocol.

4. If an additional annex or an amendment to an annex is related to an amendment to this Convention or to any
protocol, the additional annex or amendment shall not enter into force until such time as the amendment to the Conven-
tion or to the protocol concerned enters into force.

Article 31. Right to Vote

1. Except as provided for in paragraph 2 below, each Contracting Party to this Convention or to any protocol shall
have one vote.

2. Regional economic integration organizations, in matters within their competence, shall exercise their right to
vote with a number of votes equal to the number of their member States which are Contracting Parties to this Conven-
tion or the relevant protocol. Such organizations shall not exercise their right to vote if their member States exercise
theirs, and vice versa.

Article 32. Relationship between this Convention and Its Protocols

1. A State or a regional economic integration organization may not become a Party to a protocol unless it is, or
becomes at the same time, a Contracting Party to this Convention.

2. Decisions under any protocol shall be taken only by the Parties to the protocol concerned. Any Contracting
Party that has not ratified, accepted or approved a protocol may participate as an observer in any meeting of the parties
to that protocol.

Article 33. Signature

This Convention shall be open for signature at Rio de Janeiro by all States and any regional economic integra-
tion organization from 5 June 1992 until 14 June 1992, and at the United Nations Headquarters in New York from
15 June 1992 to 4 June 1993.

Article 34. Ratification, Acceptance or Approval

1. This Convention and any protocol shall be subject to ratification, acceptance or approval by States and by
regional economic integration organizations. Instruments of ratification, acceptance or approval shall be deposited
with the Depositary.

2. Any organization referred to in paragraph 1 above which becomes a Contracting Party to this Convention or any
protocol without any of its member States being a Contracting Party shall be bound by all the obligations under the
Convention or the protocol, as the case may be. In the case of such organizations, one or more of whose member States
is a Contracting Party to this Convention or relevant protocol, the organization and its member States shall decide on
their respective responsibilities for the performance of their obligations under the Convention or protocol, as the case
may be. In such cases, the organization and the member States shall not be entitled to exercise rights under the
Convention or relevant protocol concurrently.

3. In their instruments of ratification, acceptance or approval, the organizations referred to in paragraph 1 above
shall declare the extent of their competence with respect to the matters governed by the Convention or the relevant
protocol. These organizations shall also inform the Depositary of any relevant modification in the extent of their
competence.

85



Designing Legal Frameworks to Determine Access to Genetic Resources

Article 35. Accession

1. This Convention and any protocol shall be open for accession by States and by regional economic integration
organizations from the date on which the Convention or the protocol concerned is closed for signature. The instru-
ments of accession shall be deposited with the Depositary.

2. In their instruments of accession, the organizations referred to in paragraph 1 above shall declare the extent of
their competence with respect to the matters governed by the Convention or the relevant protocol. These organizations
shall also inform the Depositary of any relevant modification in the extent of their competence.

3. The provisions of Article 34, paragraph 2, shall apply to regional economic integration organizations which
accede to this Convention or any protocol.

Article 36. Entry Into Force

1. This Convention shall enter into force on the ninetieth day after the date of deposit of the thirtieth instrument of
ratification, acceptance, approval or accession.

2. Any protocol shall enter into force on the ninetieth day after the date of deposit of the number of instruments of
ratification, acceptance, approval or accession, specified in that protocol, has been deposited.

3. For each Contracting Party which ratifies, accepts or approves this Convention or accedes thereto after the
deposit of the thirtieth instrument of ratification, acceptance, approval or accession, it shall enter into force on the
ninetieth day after the date of deposit by such Contracting Party of its instrument of ratification, acceptance, approval
or accession.

4. Any protocol, except as otherwise provided in such protocol, shall enter into force for a Contracting Party that
ratifies, accepts or approves that protocol or accedes thereto after its entry into force pursuant to paragraph 2 above, on
the ninetieth day after the date on which that Contracting Party deposits its instrument of ratification, acceptance,
approval or accession, or on the date on which this Convention enters into force for that Contracting Party, whichever
shall be the later.

5. For the purposes of paragraphs 1 and 2 above, any instrument deposited by a regional economic integration
organization shall not be counted as additional to those deposited by member States of such organization.

Article 37. Reservations

No reservations may be made to this Convention.

Article 38. Withdrawals

1. At any time after two years from the date on which this Convention has entered into force for a Contracting
Party, that Contracting Party may withdraw from the Convention by giving written notification to the Depositary.

2. Any such withdrawal shall take place upon expiry of one year after the date of its receipt by the Depositary, or
on such later date as may be specified in the notification of the withdrawal.

3. Any Contracting Party which withdraws from this Convention shall be considered as also having withdrawn
from any protocol to which it is party.

Article 39. Financial Interim Arrangements

Provided that it has been fully restructured in accordance with the requirements of Article 21, the Global En-
vironment Facility of the United Nations Development Programme, the United Nations Environment Programme and
the International Bank for Reconstruction and Development shall be the institutional structure referred to in Article 21
on an interim basis, for the period between the entry into force of this Convention and the first meeting of the Confer-
ence of the Parties or until the Conference of the Parties decides which institutional structure will be designated in
accordance with Article 21.
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Article 40. Secretariat Interim Arrangements

The secretariat to be provided by the Executive Director of the United Nations Environment Programme shall
be the secretariat referred to in Article 24, paragraph 2, on an interim basis for the period between the entry into force
of this Convention and the first meeting of the Conference of the Parties.

Article 41. Depositary

The Secretary-General of the United Nations shall assume the functions of Depositary of this Convention and
any protocols.

Article 42. Authentic Texts

The original of this Convention, of which the Arabic, Chinese, English, French, Russian and Spanish texts are
equally authentic, shall be deposited with the Secretary-General of the United Nations.

IN WITNESS WHEREOF the undersigned, being duly authorized to that effect, have signed this Convention.

Done at Rio de Janeiro on this fifth day of June, one thousand nine hundred and ninety-two.

Annex I

IDENTIFICATION AND MONITORING

1. Ecosystems and habitats: containing high diversity, large numbers of endemic or threatened species, or wilder-
ness; required by migratory species; of social, economic, cultural or scientific importance; or, which are representa-
tive, unique or associated with key evolutionary or other biological processes;

2. Species and communities which are: threatened; wild relatives of domesticated or cultivated species; of
medicinal, agricultural or other economic value; or social, scientific or cultural importance; or importance for re-
search into the conservation and sustainable use of biological diversity, such as indicator species; and

3. Described genomes and genes of social, scientific or economic importance.

Annex II

Parti

ARBITRATION

Article 1

The claimant party shall notify the secretariat that the parties are referring a dispute to arbitration pursuant to
Article 27. The notification shall state the subject-matter of arbitration and include, in particular, the articles of the
Convention or the protocol, the interpretation or application of which are at issue. If the parties do not agree on the
subject matter of the dispute before the President of the tribunal is designated, the arbitral tribunal shall determine the
subject matter. The secretariat shall forward the information thus received to all Contracting Parties to this Convention
or to the protocol concerned.

Article 2

1. In disputes between two parties, the arbitral tribunal shall consist of three members. Each of the parties to the
dispute shall appoint an arbitrator and the two arbitrators so appointed shall designate by common agreement the third
arbitrator who shall be the President of the tribunal. The latter shall not be a national of one of the parties to the dispute,
nor have his or her usual place of residence in the territory of one of these parties, nor be employed by any of them, nor
have dealt with the case in any other capacity.

2. In disputes between more than two parties, parties in the same interest shall appoint one arbitrator jointly by
agreement.
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3. Any vacancy shall be filled in the manner prescribed for the initial appointment.

Article 3

1. If the President of the arbitral tribunal has not been designated within two months of the appointment of the
second arbitrator, the Secretary-General of the United Nations shall, at the request of a party, designate the President
within a further two-month period.

2. If one of the parties to the dispute does not appoint an arbitrator within two months of receipt of the request, the
other party may inform the Secretary-General who shall make the designation within a further two-month period.

Article 4

The arbitral tribunal shall render its decisions in accordance with the provisions of this Convention, any protocols
concerned, and international law.

Article 5

Unless the parties to the dispute otherwise agree, the arbitral tribunal shall determine its own rules of procedure.

Article 6

The arbitral tribunal may, at the request of one of the parties, recommend essential interim measures of protec-
tion.

Article 7

The parties to the dispute shall facilitate the work of the arbitral tribunal and, in particular, using all means at
their disposal, shall:

(a) Provide it with all relevant documents, information and facilities; and

(b) Enable it, when necessary, to call witnesses or experts and receive their evidence.

Article 8

The parties and the arbitrators are under an obligation to protect the confidentiality of any information they
receive in confidence during the proceedings of the arbitral tribunal.

Article 9

Unless the arbitral tribunal determines otherwise because of the particular circumstances of the case, the costs
of the tribunal shall be borne by the parties to the dispute in equal shares. The tribunal shall keep a record of all its
costs, and shall furnish a final statement thereof to the parties.

Article 10

Any Contracting Party that has an interest of a legal nature in the subject-matter of the dispute which may be
affected by the decision in the case, may intervene in the proceedings with the consent of the tribunal.

Article 11

The tribunal may hear and determine counterclaims arising directly out of the subject-matter of the dispute.

Article 12

Decisions both on procedure and substance of the arbitral tribunal shall be taken by a majority vote of its
members.
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Article 13

If one of the parties to the dispute does not appear before the arbitral tribunal or fails to defend its case, the other
party may request the tribunal to continue the proceedings and to make its award. Absence of a party or a failure of a
party to defend its case shall not constitute a bar to the proceedings. Before rendering its final decision, the arbitral
tribunal must satisfy itself that the claim is well founded in fact and law.

Article 14

The tribunal shall render its final decision within five months of the date on which it is fully constituted unless
it finds it necessary to extend the time-limit for a period which should not exceed five more months.

Article 15

The final decision of the arbitral tribunal shall be confined to the subject-matter of the dispute and shall state the
reasons on which it is based. It shall contain the names of the members who have participated and the date of the final
decision. Any member of the tribunal may attach a separate or dissenting opinion to the final decision.

Article 16

The award shall be binding on the parties to the dispute. It shall be without appeal unless the parties to the
dispute have agreed in advance to an appellate procedure.

Article 17

Any controversy which may arise between the parties to the dispute as regards the interpretation or manner of
implementation of the final decision may be submitted by either party for decision to the arbitral tribunal which
rendered it.

Part 2

CONCILIATION

Article 1

A conciliation commission shall be created upon the request of one of the parties to the dispute. The commis-
sion shall, unless the parties otherwise agree, be composed of five members, two appointed by each Party concerned
and a President chosen jointly by those members.

Article 2

In disputes between more than two parties, parties in the same interest shall appoint their members of the
commission jointly by agreement. Where two or more parties have separate interests or there is a disagreement as to
whether they are of the same interest, they shall appoint their members separately.

Article 3

If any appointments by the parties are not made within two months of the date of the request to create a concili-
ation commission, the Secretary-General of the United Nations shall, if asked to do so by the party that made the
request, make those appointments within a further two-month period.

Article 4

If a President of the conciliation commission has not been chosen within two months of the last of the members
of the commission being appointed, the Secretary-General of the United Nations shall, if asked to do so by a party,
designate a President within a further two-month period.
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Article 5

The conciliation commission shall take its decisions by majority vote of its members. It shall, unless the parties
to the dispute otherwise agree, determine its own procedure. It shall render a proposal for resolution of the dispute,
which the parties shall consider in good faith.

Article 6

A disagreement as to whether the conciliation commission has competence shall be decided by the commission.

Resolution 3

THE INTERRELATIONSHIP BETWEEN THE CONVENTION ON BIOLOGICAL DIVERSITY
AND THE PROMOTION OF SUSTAINABLE AGRICULTURE

The Conference,

Having agreed upon and adopted the text of the Convention on Biological Diversity at Nairobi on 22 May 1992,

Recognizing the basic and continuing needs for sufficient food, shelter, clothing, fuel, ornamental plants and
medicinal products for peoples of the world,

Emphasizing that the Convention on Biological Diversity stresses the conservation and sustainable use of bio-
logical resources,

Recognizing the benefits from the care and improvement by the peoples of the world of animal, plant and
microbial genetic resources to supply those basic needs and from the institutional research on and development of
those genetic resources,

Recalling that broadly-based consultations in international organizations and forums have studied, debated and
achieved consensus on urgent action for the security and sustainable use of plant genetic resources for food and
agriculture,

Noting that the Preparatory Committee of the United Nations Conference on Environment and Development
has recommended that policies and programmes of priority for in-situ, on-farm and ex-situ conservation and sustain-
able use of plant genetic resources for food and sustainable agriculture, integrated into strategies and programmes for
sustainable agriculture, should be adopted not later than the year 2000 and that such national action should include
inter alia:

(a) Preparation of plans or programmes of priority action on conservation and sustainable use of plant
genetic resources for food and sustainable agriculture based, as appropriate, on country studies on plant genetic re-
sources for food and sustainable agriculture;

(b) Promotion of crop diversification in agricultural systems where appropriate, including new plants with
potential value as food crops;

(c) Promotion of utilization of, as well as research on, poorly known but potentially useful plants and crops,
where appropriate;

(d) Strengthening of national capabilities for utilization of plant genetic resources for food and sustainable
agriculture, plant breeding and seed production capabilities, both by specialized institutions and farmers' communities;

(e) The completion of the first regeneration and safe duplication of existing ex-situ collections on a world-
wide basis as soon as possible; and

(f) The establishment of ex-situ base collection networks,
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Noting further that the Preparatory Committee for the United Nations Conference on Environment and Devel-
opment has recommended:

(a) The strengthening of the Global System for the Conservation and Sustainable Use of Plant Genetic
Resources for Food and Sustainable Agriculture operated by the Food and Agriculture Organization of the United
Nations in close cooperation with the International Board for Plant Genetic Resources, the Consultative Group on
International Agricultural Research and other relevant organizations;

(b) The promotion of the Fourth International Technical Conference on the Conservation and Sustainable
use of Plant Genetic Resources for Food and Sustainable Agriculture in 1994 to adopt the first State-of-the-World
Report and the first Global Plan of Action on the Conservation and Sustainable Use of Plant Genetic Resources for
Food and Sustainable Agriculture; and

(c) The adjustment of the Global System for the Conservation and Sustainable Use of Plant Genetic Re-
sources for Food and Sustainable Agriculture in line with the outcome of the negotiations on a Convention on Biologi-
cal Diversity,

Recalling the agreement in the Preparatory Committee for the United Nations Conference on Environment and
Development on provisions regarding conservation and utilization of animal genetic resources for sustainable agricul-
ture,

1. Confirms the great importance of the provisions of the Convention on Biological Diversity for the conservation
and utilization of genetic resources for food and agriculture;

2. Urges that ways and means should be explored to develop complementarity and cooperation between the Con-
vention on Biological Diversity and the Global System for the Conservation and Sustainable Use of Plant Genetic
Resources for Food and Sustainable Agriculture;

3. Recognizes the need for the provision of support to the implementation of all activities agreed upon in the
programme area on conservation and sustainable utilization of plant genetic resources for food and sustainable agricul-
ture and in the programme area on conservation and utilization of animal genetic resources for sustainable agriculture
in the Agenda 21 proposed to be adopted at the United Nations Conference on Environment and Development in Rio
de Janeiro;

4. Further recognizes the need to seek solutions to outstanding matters concerning plant genetic resources within
the Global System for the Conservation and Sustainable Use of Plant Genetic Resources for Food and Sustainable
Agriculture, in particular:

(a) Access to ex-situ collections not acquired in accordance with this Convention; and

(b) The question of farmers' rights.

Adopted on 22 May 1992
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