The European Journal of International Law Vol. 21 no. 2 © EJIL 2010; all rights reserved

Incorporating Traditional
Knowledge in an International
Regime on Access to Genetic
Resources and Benefit
Sharing: Problems and
Prospects
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Abstract

The Seventh Meeting of the Conference of the Parties (2004) of the Convention on Bio-
logical Diversity established a mandate for the negotiation of an international regime on
Access to Genetic Resources and Benefit Sharing arising from their utilization. Negotia-
tions have been proceeding and have entered the final phase. Seven working group meetings
have been held to date and there is expectation that an instrument will emerge by the final
deadline — the Tenth Meeting of the Conference of the Parties in Nagoya, Japan in October
2010. A key component singled out for inclusion in the international regime relates to the
recognition and protection of the rights of indigenous and local communities (ILCs) over
their traditional knowledge (TK) associated with genetic resources. The Ninth Meeting of
the Conference of the Parties (2008) established a Group of Technical and Legal Experts
to assist the Working Group to deal with this issue. The Group met in India in June 2009
and has submitted a report. This article reflects on the key outcomes of this Expert Group
report. In particular, it identifies the key issues that need to be considered and resolved for
TK associated to genetic resources to form an integral and viable component of the proposed
international regime.
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1 Introduction

Traditional knowledge of indigenous
and local communities (ILCs) associated
with genetic resources is at the centre
of the current negotiations for an inter-
national regime on access and benefit-
sharing (ABS) of these resources under
the Convention on Biological Diversity
(the Convention; CBD).! The Convention
recognizes the crucial contribution of
such knowledge to its conservation and
development objectives, in particular
the conservation and sustainable use of
biodiversity;? and calls for the protection,
preservation, and the enhancement of
traditional knowledge (TK).> It further
exhorts its 190 contracting parties — the
largest subscription thus far to an inter-
national environment treaty — to include
indigenous and local communities (ILCs)
in decisions involving access to their TK
and encourages parties to share benefits
arising from the utilization of such TK.* In
parallel with these negotiations, the Art-
icle 8(j) working group has been meeting
to work towards the protection and pre-
servation of TK in the establishment
of the international regime as well as

COP 7 set up a mandate for the negotiation of
an international regime on ABS. Negotiations
have been proceeding and have entered the fi-
nal phase. 7 working group meetings have been
held to date and there is expectation that some
instrument will emerge by the final deadline —
fixed for the Conference of the Parties (COP) 10
meeting in Nagoya, Japan, in Oct. 2010.

It is generally agreed that TK with regard to the
use of biological and genetic resources continues
to provide the integral foundation for the man-
agement, conservation, and improvement of a
wide variety of resources.

Art. 8(j) CBD, available at: www.cbd.int/conven
tion/convention.shtml.

+ Ibid.

~

national ABS laws; and that ILCs secure
fair and equitable benefits from the use
and application of their TK.

It is widely acknowledged that it is the
TK associated with genetic resources that
is of value to industry. TK's contribution
to modern medicine illustrates this rather
vividly. It is estimated that three quarters
of the plants that provided active ingre-
dients for prescription drugs came to the
attention of researchers because of their
use in traditional medicine.® Of the 120
active compounds currently isolated
from the higher plants and widely used in
medicine today, 74 per cent show a posi-
tive correlation between their modern
therapeutic use and the traditional use of
the plant from which they were derived.”
TK’s role in increasing the efficiency of
screening plants for medicinal properties
is often highlighted, with various calcu-
lations — that it increases the efficiency
by more than 400 per cent® or that it
enhances the probability of drug devel-
opment at the lead discovery stage by as
much as 0.5 or a 50 per cent chance of
success.” Shaman Pharmaceuticals of the

> See www.unutki.org/phprint/php (last visited
10 Sept. 2009).

Gray, ‘Between the Spice of Life and the Melting
Pot: Biodiversity Conservation and Its Impact
on Indigenous Peoples’, International Working
Group for Indigenous Affairs (IWGIA), Doc 70
(1990).

Farnsworth et al., ‘Medicinal Plants in Therapy’,
63 Bull WHO (1985) 965, at 966.

8 Balick, ‘Ethonology and the Identification of
Therapeutic Agents from the Rainforest’, in D.].
Chadwick and J. Arsh (eds), Bioactive Compounds
from Plants (1990).

Reyes, ‘The Value of Sangre De Drago’, Seed-
ling, GRAIN (1996), available at: www.grain.
org/seedling/?id=150# (last visited on 17 Sept.
2009).
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US calculates its rate of scoring a market-
able hit as one in every two plants studied
with the use of TK. The comparable suc-
cess rate for random bioprospecting in
plants, animals, and microorganisms is
one in 10,000 compounds.'® The current
value of the world market for medicinal
plants derived from such leads is esti-
mated at US $43 billion.!*

Modern biotechnology which creates
products by modifying life forms has
enhanced the value manifold yet fur-
ther. A further boost has come from the
extension of patent claims over such life
forms, including biological and genetic
resources, and of plant variety protection
for new crop varieties.

In the 1970s, developing countries
complained bitterly that geneticresources
taken from them on the basis that these
were the ‘common heritage of mankind’
were returned to them as a commodity
with a price. These resources represented
the innovations associated with the TK
and practices of ILCs of developing coun-
tries. Through the Convention the South
finally succeeded in rectifying the un-
equal and unfair exchange. The sovereign
right of countries over their resources
was recognized. This included the right
to regulate access. The role of ILCs in
preserving and enhancing biodiversity
was explicitly acknowledged; as was the
need to share benefits when their TK was
utilized.

10 Ibid.

' Gray, ‘Indigenous Peoples and the Marketing
of the Rainforest’, 20 The Ecologist (1991) 223;
and Posey, ‘Intellectual Property Rights and Just
Compensation for Indigenous Knowledge’, 6 An-
thropology Today (1990).

2 Is ABS a Legal Imperative
in Respect of TK?

A National Level

Is there an obligation for parties to require
the prior informed consent of ILCs to
access TK? The Convention, in recogni-
tion of the vital role of ILCs in preserving
and enhancing biodiversity, exhorts par-
ties to promote their wider application,'?
with the approval and involvement of
ILCs. This implies that, where the TK
of ILCs is involved, access applications
require their prior informed consent.
This has been consistently reiterated.
The fifth meeting of the Conference of
the Parties in 2000 established a general
principle that access to TK of ILCs should
be subject to the prior informed consent
of its holders.!> The Bonn Guidelines'*
require the state to respect the ‘estab-
lished legal rights of ILCs associated with
the [resource]’.!®

Article 15.7 of the Convention requires
parties to legislate for the sharing of bene-
fits arising from the utilization of genetic
resources. This mandatory requirement

12 Art. 8(j) CBD, supranote 3. The CBD also requires
each party to protect and encourage customary
use of biological resources in accordance with
conservation or sustainable use requirements:
Art. 10(c).

Decision V/16, Annex, in From Policy to Imple-
mentation: Decisions from the Fifth Meeting of the
Conference of Parties to the Convention on Biologi-
cal Diversity (2000), at 73.

Bonn Guidelines on Access to Genetic Resources
and Fair and Equitable Sharing of the Benefits
Arising out of their Utilization.Montreal: Secre-
tariat of the Convention on Biological Diversity
(2002), at para. 26.

15 Ibid., at para. 31.
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would also apply to benefits where associ-
ated TK is accessed. This would translate
the permissive requirement (‘encour-
ages’ the sharing of benefits where TK is
utilized) in Article 8(j) into a mandatory
requirement for benefit-sharing under
Article 15.7. The upshot is that there
must be benefit-sharing where TK associ-
ated with genetic resources is accessed.

B International Level

Further, the requirement of prior
informed consent of ILCs for access to TK
associated with genetic resources may
have evolved as part of international cus-
tomary law.

First, various international instru-
ments, ! albeit primarily soft law, provide
a basis for this prior informed consent.
These include instruments that deal with
human rights. Thus rights inextricably
integral to the enjoyment of these rights
(which would include ILCs’ rights over
their land, genetic resources and asso-
ciated TK) cannot be interfered with.
Further, it implies that any abridgment
of these rights must be with the consent
of the rights’ holders. By the UN Dec-
laration on the Rights of Indigenous

' The Universal Declaration of Human Rights,

1948; The International Covenant on Civil and
Political Rights, 1966; The International Cov-
enant on Economic, Social and Cultural Rights,
1966; ILO Convention No 169 on Indigenous
and Tribal Peoples in Independent Countries,
1989, available at: www.ilo.org/ilolex/cgi-lex
/convde.pl%3FC169; The Convention on Biolog-
ical Diversity, 2001, supranote 3; The FAO Treaty
on Plant Genetic Resources for Food and Agricul-
ture, 2001, available at: www.planttreaty.org;
The Bonn Guidelines, 2002, supra note 14; and
The UN Declaration on the Rights of Indigenous
Peoples, 2007,available at: www.un.org/esa
/socdev/unpfii/en/drip.html.

Peoples (UNDRIP), in particular, the most
recent of soft law on the subject, states
have agreed to take measures to recog-
nize and protect the exercise of rights
of indigenous peoples that are enumer-
ated in Article 31.'” These include their
right to ‘maintain, control, protect and
develop’, among others, their cultural
heritage and TK as well as the manifesta-
tions of their sciences, technologies, and
cultures, including human and genetic
resources, seeds, medicines, knowledge
of the properties of flora and fauna, and
oral traditions. Indigenous peoples are
also accorded similar rights in respect
of their intellectual property over such
cultural heritage, TK, and traditional cul-
tural expressions. These rights flow from
the recognition of the self-autonomous
status of indigenous peoples. This accords
the right to self-determination and, as
a necessary concomitant, the right to
exercise control over their resources and
TK. This right to exercise control imports
notions of prior informed consent for
access to associated TK. The Technical
and Legal Expert Group on TK Associ-
ated with Genetic Resources set up by
the ABS Working Group negotiating
the International regime on ABS'® con-
cluded recently that these international
instruments demonstrate a ‘progressive
trend towards international law mandat-
ing a requirement for the prior informed

17 The Declaration has been ratified overwhelm-
ingly by all countries of the world, including
Malaysia.

8 The Ninth Meeting of COP decided to establish
3 distinct groups of experts to provide legal and
technical advice and input to assist the Working
Group. The other expert groups deal with con-
cepts and definitions; and compliance.
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consent of indigenous peoples and local
communities for TK associated to genetic
resources. There is hence a clear trend
that provides a basis in international law
for the International Regime to require
prior informed consent’.?’

Secondly, prior informed consent may
also have become part of customary inter-
national law by the practice of states. A
growing preponderance of national and
regional ABS laws requires the prior
informed consent of ILCs in respect of
access to TK associated with genetic
resources.?’ Even in developed countries,
thereisa growing practice for commercial
users to seek prior informed consent from
ILCs as a matter of best practice.?! This
establishes a clear and growing practice
of states requiring prior informed con-
sent. This has been confirmed by the cur-
rent discussions on Article 8(j) and the
international regime on ABS. For these
reasons the Technical and Legal Expert
Group on TK also further concluded that
there is a clear basis in international law
for requiring prior informed consent from

19

Report of the Meeting of the Group of Technical
and Legal Experts on TK Associated with Genet-
ic Resources in the context of the International
Regime on Access and Benefit Sharing, UNEP/
CBD/WG-ABS/8/2, at para. 63.

20 As examples: Nigeria, Philippines, South
Africa, Kenya, Guyana, Australia, Bangladesh,
Afghanistan, Bhutan, Ethiopia, Brazil, Bolivia,
Costa Rica, Pakistan, Uganda, Hawaii. There
are also similar requirements of regional group-
ings: Andean Decision 391, the Model law of the
Organization of African Unity (OAU), and the
proposed draft ASEAN Framework Agreement,
all available at: www.cbd.int/abs/measures.
Ministry of Economy, Trade and Industry, Japan,
and Japan Bioindustry Association, Guidelines
on Access to Genetic Resources for Users in Japan
(2006), at 11, item 2(iii).
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ILCs as a condition for granting access to
TK associated with genetic resources and
that this should be reflected in the inter-
national regime: paragraph 66.

3 TK and ABS: The
International Context

The scope of the current negotiations for
the international regime includes TK,
innovations, and practices in accordance
with Article 8(j) of the Convention. Two
specific elements singled out for consid-
eration are:

*  therecognition and protection of the
rights of ILCs over their TK associat-
ed with genetic resources; and

e the measures to ensure compliance
with prior informed consent of ILCs
holding TK associated with genetic
resources, in accordance with Art-
icle 8(j).

The rest of this article reflects on the
report of the Expert Group on TK which
met in Hyderabad in June 2009.** This
report will inform the negotiations for an
international regime when the TK com-
ponent is discussed in the pending ABS
working group meetings.??

A Defining Traditional
Knowledge

The Expert Group acknowledged that
TK has diverse facets and represents an

22 Final report: UNEP/CBD/WG-ABS/8/2, avail-
able at: www.cbd.int/meetings (last visited on
22 Mar. 2010).

The next (Eighth) meeting of the working group
is scheduled for Nov. 2009 at Montreal. It will be
preceded by a Working Group meeting on Art.
8(j), supra note 3.

23
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evolutionary and dynamic body of learn-
ing which is of contemporary relevance.
The Expert Group thus opted to describe
TK by reference to its several peculiar
core characteristics, eschewing reference
to details which are often place-specific.
These include its holistic, communal, and
inalienable nature. Further, TK reflects a
system of self-management governing
resource use which is embedded in the
social and cultural practices of the com-
munity. It is usually transmitted through
oral tradition and first hand observation.

There are also different types of
activities for TK associated with genetic
resources such as:**

e Uses, preparation, processing, and
formulations of useful species/varie-
ties; (for example, for medicinal pur-
poses);

e Agricultural management tech-
niques: Planting methods, care, se-
lection criteria, or storage of species
(for example, seed treatment and
storage methods which result in new
resilient plant varieties);

»  Ecosystem/biodiversity conservation
(for example, preserve and use prin-
ciple — resources taken only to the
extent needed, manual collection of
forest produce, hunting for subsist-
ence purposes using methods which
are specific to the purpose), often in-
extricably linked to cultural land-
scapes (for example, sacred sites,
practices) and

»  Systems of knowledge classification
such as traditional plant taxono-
mies.

24 D.A. Posey and G. Dutfield, Beyond Intellectual
Property Rights: Towards Transitional Resource
Rights for Indigenous Peoples and Local Communi-
ties (1996).

B The Relationship between TK
Use and Access

An ABSregime may be general in nature—
knowledge relating to the ecosystem
which makes the resource available for
access — or highly specific — that relating
to the use value or properties of a genetic
resource or a biological resource.

The TK, innovations, and practices
of ILCs nurture the ecosystem as ILCs
co-evolve with the environment they
inhabit. Without the sustained nurturing
of the ecosystem, the resource could well
have disappeared. This is the ‘ecosystem-
nurturing’ TK. Its value is reflected in the
key two objectives of the Convention —
conservation of biodiversity and the sus-
tainable use of its components. Hence the
TK of ILCs is recognized as crucial to the
attainment of these objectives.

The ‘specific use’ TK often provides the
lead to the investigation of a resource for
its potential properties. The lead time has a
commercially quantifiable value. TK may
help to identify a plant with useful proper-
ties from the thousands of species. Thus the
use of the Hoodia species of plant as a food
and water substitute by the indigenous San
peoples of Southern Africa led directly to a
commercial product. The use of the berries
of a plant to overcome fatigue by the Kaani
community of the State of Kerala in India
led to a lucrative byproduct for the plant.

This direct co-relationship between
access to and the use made of the TK
plainly attracts the regulatory access
requirements, such as the prior informed
consent of ILCs.

C Linking Benefit Sharing to Use
of Genetic Resources and TK

The commercial and other utilization
triggers the benefit-sharing obligations
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of the user. Hence benefit-sharing should
be linked to the use of the genetic resources
and associated TK — not to access. This is to
be negotiated through mutually agreed
terms. This is distinct from the prior
informed consent of the ILCs required
for access. This benefit-sharing—use link
makes practical sense. The applicant
for access may be required to furnish in-
formation on whether commercial use
is contemplated.?® In practice, however,
it may be difficult to supply any of this
information at the time of an access
negotiation. The genetic resources may
yet not be collected, an end product yet to
be determined, or a final user (and there
could be many) yet not evident.?® Access
contracts are routinely negotiated when
the actual value is not known and even
difficult to predict. Hence the requirement
in most ABS laws for benefit-sharing
terms to be negotiated at the outset as a
condition for the grant of access*” may
not result in fair and equitable benefit-
sharing terms being obtained. Further,
it may be difficult to monitor and track
the development of the product from the
TK accessed. A requirement in the ABS
national law or in an agreement that
the provider be informed when value
is realized and a fresh contract negoti-
ated at every such stage, or when there

25 Asin the ABS related laws of Afghanistan, Brazil,
Ethiopia, Pakistan, Queensland (Australia), and
Vanuatu.

26 L. Glowka et al., A Guide to the Convention on Bio-
logical Diversity (1994), at 83.

27 See the ABS related laws of Afghanistan,
Australia, Bhutan, Bulgaria, Guyana, India,
Malawi, Pakistan, Philippines, and South Africa.
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is a different use of the resource,?® may
not overcome the problem. It is difficult
to track the resource from access until
a product is realized, especially where
there is a long time lag. Developing coun-
tries often lack the capacity to ascertain
the potential value of the benefits, as well
as to track and monitor the research and
development activity.

Nonetheless there can be more realistic
negotiations once the result is obtained
(or is imminent). Both parties are better
positioned to conclude benefit-sharing
terms. The contribution of the TK to the
end product will also be easier to estab-
lish. Where access is for commercial
purposes, the benefit sharing may vary
depending on the way in which the TK is
commercially utilized such as:*’

* inits original form;

e from ethno-botanical knowledge in
databases and published literature;

e asanatural by-product;

e asasynthetic by-product of a genetic
resource;

e as a by-product which is analogous
to the original molecule isolated;

* to develop a research product with
the same uses as the TK (direct/un-
modified use);

28

Costa Rica, Brazil, India, and Uganda. Bhutan
and Hawaii; require a fresh application to be
submitted for every new use. The Bonn Guide-
lines, supra note 14, impose a duty on the users
to obtain a new prior informed consent and en-
ter into fresh mutually agreed terms if they use
genetic resources for purposes other than those
for which they were acquired, or where there is
any change of use: Art. 16(b)(v) read together
with Art. 34.

29 M.S. Suneetha and P. Balakrishnan, Benefit
Sharing in ABS: Options and Elaborations (2009),
at 16-17.
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*  todevelop a product based on modi-
fying the traditional use of the TK
information (direct/modified use);

*  todevelop a non-commercialized re-
search product with different uses
from the TK information (indirect/
modified non-commercial use);

e to develop and commercialize a re-
search product with different uses
from the TK information (indirect/
modified commercial use).

The benefit sharing would also depend
upon whether the development is simple
and linear or involves highly sophisticated
technological processes; and the distance
of the use of the TK component from the
commercial market capitalization. Mile-
stone payments may be made if values are
realized as genetic resources go through
a continuous process of research and
development. This provides the rationale
for ‘phased agreements’. Crucially, there
would be an obligation to enter into a
benefit-sharing contract once theresearch
and development yields a product.

Users may be placed in the invidious
position of having to agree to the imposi-
tion of onerous terms to save their invest-
ment. However, industry may well prefer
this option as it provides a sounder basis
for ascertaining the likely benefits. Even
intellectual property rights (IPRs) are
often claimed well in advance of com-
mercialization. And they may thus more
likely avoid any suggestion that the be-
nefits are inequitable.?’

Indeed, bioprospecting partnerships
seldom involve a single framework

30 The preference may then be for a research
and commercialization agreement rolled into a
single agreement, specifying the royalty rates
and technology transfer.

agreement. Instead there is an interlock-
ing web of agreements. A single umbrella
agreement may encompass several dif-
ferent interrelated agreements, as in the
case of the University of Illinois-Chicago
Vietnam Laos programme.>! A CBD study
notes that phased agreements are preva-
lent in several sectors and are preferred in
sectors where there are wide differencesin
the financial profile and activities under-
taken during discovery, development,
and commercialization (for example, the
pharmaceutical sector). The study notes
that in the seed sector there is a research
agreement to allow the material accessed
to be examined for its suitability and
the information assessed. Then, nearer
commercialization, a Material Transfer
Agreement is signed for capacity building
and knowledge, and technology transfer.
Finally licensing and commercialization
agreements are signed.3?

Although the illustrative scenarios
distinguish between research for com-
mercial and non-commercial purposes,
the line between these kinds of research
is often blurred. Often, research for
non-commercial  purposes (publica-
tions, taxonomic) opens up commercial
opportunities and is harnessed for com-
mercial ends. A complex web of relation-
ships links such research to commercial
objectives: through partnerships, joint
ventures, funding,*> and sometimes buy

31 S. Laird and R. Wynberg, Access and Benefit Shar-
ing in Practice: Trends in Partnerships across Sec-
tors (2008), at 27-28.

32 Ibid., at 28.

3 Swiderska, ‘Traditional Knowledge Protec-

tion and Recognition of Customary Law:

Policy Issues and Challenges, available at:

www.iied.org/NR/agbioliv/bio_liv_projects/doc

uments/TKWorkshopMay04.pdf, at 10.
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up of what starts off as non-commercial
publicly or privately funded research.
The documented use of the Hoodia spe-
cies in colonial botanical accounts led a
research institute to investigate its prop-
erties. A publication in 1962 on medici-
nal and poisonous plants also inspired
the research project.>*

D Ownership of the Resource

Determining the benefits for TK hold-
ers may also be complicated by issues of
ownership of the resource. A distinction
is sometimes drawn between the resource
and its genetic make-up. While the
former may be tied to land and evidenced
by a title deed, the genetic makeup of a
resource (which could include the associ-
ated TK information) is a new and com-
plex juridical concept. Some states claim
an overriding ownership right to the
genetic resources, referring to it as ‘the
patrimony of the State’.>* Then, the state
decides on approvals and the terms of
access, although the specific landowner
or TK holder will have limited rights — for
example, to give prior informed consent
(which may or may not amount to the
right to say ‘no’) and a right to share in
the benefits, with perhaps an ancillary
right to negotiate the terms. Some pro-
pose the following limitation of the rights
of landowners to take account of the spe-
cial legal status of genetic resources:**

3 R.Wynberg, D. Schroeder, and R. Chennells, In-
digenous Peoples, Consent and Benefit Sharing: Les-
sons from the San-Hoodia Case (2009), at Chap.
6.

35 Andean Decision 391.

36 Access and Rights to Genetic Resources: A Nordic
Approach, Nord 2003: 16, Nordic Council of
Ministers, Copenhagen (2003) at 116-117.
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*  Proprietary rights to biological ma-
terial imply only a non-exclusive
right to use the genetic resources;

*  Proprietary rights to biological ma-
terial
rights to such material;

*  Rights to genetic resources are sepa-
rate from ownership of biological re-
sources and such rights can be
exercised only through the use of
IPRs. The right to biological material
will still be respected, but granting
rights to genetic resources is left to
national legislation. If access to gen-
etic resources is left unregulated,
the holders of biological resources

imply only non-exclusive

cannot exercise any control over gen-
etic resources.

It follows that the right to obtain benefits
may vary according to the legal status
of the genetic resources and associated
TK in national law. A requirement in
a national law that the prior informed
consent of TK holders must first be
obtained when their resources or associ-
ated knowledge is sought for the access
application to be considered 3’ may not,
by itself, give the TK holders the right to
negotiate and conclude benefit-sharing
terms. This will also be the case where
national laws approve the application for
access but then require the prior informed
consent of the TK holders for any access
activity (for example, the collection
of samples) to commence. The prior
informed consent of the TK holders may
be one among many other conditions

37 Bangladesh, Andean Decision 391, Bolivia,
Brazil, Costa Rica, Uganda, Vanuatu, Nigeria,
Philippines, Seychelles, Afghanistan, Northern
territory, South Africa, and Pakistan.
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to be satisfied. The breach of any condi-
tion may be penalized.>®* Where access
approval allows the activity to proceed,
it depends upon the nature of the pen-
alty whether this amounts to a negation
of the approval process. A few countries
eschew all reference to the prior informed
consent of ILCs.* It is conceivable that
some countries may provide for the
state to represent the national interest,*’
which presumably includes the interest
of local communities. This finds expres-
sion in some national laws which allow
only for consultation with the ILCs, with
final authority for the grant of approval
for access residing entirely with the
national competent authority.*! Some
countries explicitly state that the ILCs
have the right to grant or to refuse access
to their TK with no authority in the
state to override their decision;** while
yet others provide for this veto power.*?
However in most countries there is recog-
nition that ILCs are entitled to benefit-
sharing where their genetic resources
and associated TK are accessed** and a
distinct process established for determin-
ing the benefit-sharing. Industry players,

3% E.g., Bhutan.

39 India, Malaysian State of Sabah and Sarawak,
Bulgaria, Queensland (Australia).

40 E.g., Bhutan.

4 E.g., India; Guyana.

42 Costa Rica, Pakistan, South Africa.

4 Brazil, Bhutan.

4 E.g., Bolivia; Brazil; India; Pakistan; Uganda;
Sabah; South Africa; Philippines; Ethiopia;
Bangladesh; Australia; Vanuatu. In developed
countries as well, there seems to be an assump-
tion that MATs relating to benefit-sharing must
be directly negotiated with the ILCs when their
TK is accessed: see supra note 32, Japan Bio In-
dustry, Guidelines for Users in Japan (undated), at
18. See also Swiss Academy of Sciences, Access
and Benefit Sharing: Good Practice for Academic
Research on Genetic Resources (2006), at 15, 29.

too, recognize the entitlement, although
some shun actual involvement in the
negotiation of the benefit-sharing terms,
preferring to leave this task to national
governments.*> These diverse provisions
in national laws make clear that there is
no link per se between the prior informed
consent of ILCs and the right to deter-
mine benefit-sharing terms. The link is
established by an affirmative provision in
national law.

E Addressing TK in the
International Regime

The nature of the TK that needs to be
included within the scope of the inter-
national regime needs to be addressed.
In particular, should the TK be associ-
ated only with genetic resources or with
biological resources as well? Commercial
by-products are made from biological
resources based directly on TK. The TK
invariably relates to the intrinsic qualities
of the biological resource, which appears
to be inextricably linked to the genetic
component, although traditional com-
munities neither couch it in these terms
nor distinguish between these two facets
in the same way as modern science does.
It would then be fundamentally unfair to
allow the use of TK without the concomi-
tant benefits, especially since the under-
lying impetus for the development of an
international regime is to right a historic
wrong.

Secondly, the ownership status of the
associated TK needs to be clarified. Is the
TK holder-community the sole owner
of the resource? Or is the community
the co-owner together with the state?

4 See Laird, supranote 31, at 26.
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This, as discussed earlier, depends upon
national law. Ownership carries with it
the right to refuse access. Would accord-
ing such extensive rights to a community
undermine the provisions of the Conven-
tion which mandates access to be facili-
tated by the Contracting Party? Then
again there is a clear requirement in the
Convention for states to protect the rights
of ILCs relating to the objectives of the
Convention — including for the conserva-
tion and sustainable use of biodiversity.
This, as argued earlier, requires the prior
informed consent of ILCs. This implies
that ILCs have the right to refuse access
in appropriate circumstances. As noted
earlier, most national ABS laws, in any
event, provide for the prior informed con-
sent of ILCs as a precondition for approv-
ing access. This seems to bestow on the
TK of ILCs attributes akin to ownership
rights over the TK associated with the
genetic resources. However, some coun-
tries assert an overriding right (‘patrimo-
nial rights’) over genetic resources within
the country. They reserve their final right
to determine access to genetic resources.
Brazil, for example, has proposed a consti-
tutional amendment to make all genetic
resources part of the national heritage.
This reasserts the sovereign right of the
state over the claim by communities to
qualify this right.** This conflicts with
any mandatory prior informed consent
requirement of the ILCs. It also conflicts
with the commitment made by countries
which have ratified the UNDRIP to re-
cognize the rights of indigenous peoples

46

Firestone, ‘You Say Yes, I Say No: Defining Com-
munity Prior Informed Consent under the CBD’,
16 Georgetown Int’l Environmental L Rev (2003)
1; ABI/INFORM Global, at 171.

over their TK. A further complication
arises where countries dispense with the
need to obtain the prior informed con-
sent of the state altogether. This is per-
mitted by the Convention (Article 15.3).
Will the prior informed consent of ILCs
be required then when seeking access
to associated TK? The challenge for the
negotiation of the international regime
is to reconcile these seemingly irrecon-
cilable positions. The crucial question is
whether, and if so to what extent, states
should be allowed flexibility to dispense
with the prior informed consent of ILCs;
or substitute this with mere prior consul-
tation; or subsume the interest of the ILCs
with the interest of the state? Such provi-
sions exist in some, albeit a small number
of, national laws.

A difficult issue arises with regard to
information of associated TK that resides
ex situ, for example in databases, librar-
ies, or gene banks. Should access to these
attract the prior informed consent and/or
benefit-sharing requirements? Seed com-
panies — perhaps to avoid any problems
of legal uncertainty — commonly obtain
landraces directly from the Consulta-
tive Group on International Agricultural
Research or national gene banks.*” There
may be practical difficulties in implement-
ing an obligation for access to such ex situ
collections. First, the TK holder may not
be identifiable; or there may be multiple
holders. A similar problem existed for the
ex situ genetic resources in the context
of the FAO. The solution that emerged
was to bring designated plant genetic
resources which were in the international
centres within the multilateral system of

47

See Laird, supra note 31, at 26.
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the International Treaty on Plant Genetic
Resources for Food and Agriculture. The
system presumes that prior informed con-
sent is given when a resource is accessed.
Where the product created out of the TK
is restricted (for example by claiming pat-
ents), then mandatory payments must be
made to afund along a prescribed formula
(1.1 per cent of the sales of the product
less 30 per cent). Where the product is
available without restriction, the recipi-
ent is encouraged to make voluntary
payments. This system could be adapted
to products made from the associated TK
ex situ data. Disbursements from the fund
could be managed by a body created by
the Convention either directly or as part
of the proposed international regime.

In other cases, where it is clear that TK
is involved but it remains difficult to link
the TK with an identifiable holder, prior
informed consent may be sought from
a national authority. The benefits could
be negotiated with the authority and the
benefits paid to a national body in trust
for the TK holders.

There is yet another problem when
TK associated with genetic resources is
in the public domain. Tt is then publicly
available and can be readily accessed.
There seems to be a misconception that
this allows its free use for commercial-
ization. The public domain concept does
no more than defeat a claim for lack of
inventiveness or prior art in a claim for a
patent. It does not permit the overriding
and usurping of the rights of its holder.
More particularly it does not mean that
benefits should not be shared with the
TK owner. A parallel may be drawn with
copyright law. Intellectual creations of
works are entitled to copyright protec-
tion. Yet they are freely available. For
their commercial use permission must

usually be obtained and can be made
subject to terms. Similarly TK that is in
the public domain can be made subject
to ABS requirements. The Hoodia case
described earlier illustrates this. The TK of
the San was widely known, having been
in the public domain for a long time. Yet
a benefit-sharing agreement was entered
into after it became known that the pat-
ent and the product being developed
were based on the TK of the community.
Similarly, a market association in Brazil —
Ver-as-Ervas — succeeded in securing
benefit-sharing terms from a company
which had used TK in developing natural
care and cosmetic products even though
the TK was widely known.*

F TK Across Communities and
Transboundary Issues

The associated TK may be spread across
several communities within the country.
Or the genetic resources may exist in one
country and associated TK in another.
Or the TK in relation to the resource
may transcend boundaries. Whose prior
informed consent should be sought? With
whom should the negotiations for benefit-
sharing be done? And with whom should
benefits be shared, especially if the prior
informed consent was not obtained from,
and the negotiations for an agreement
not done with, all the communities?
Some particular difficulties may be
highlighted. First, where the TK is widely
dispersed geographically and with a mul-
tiplicity of holders, it may not be possible
to identify any, or all, the possible TK
holders. There seems to be no systemat-
ized information regarding how much,

8 Tbid., at 26-27. Expert Group report, supra note
19, at para. 120.
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and the extent to which, TK exists widely
within a country or across boundaries.*’
Secondly, the TK holders may make
themselves known only after the prior
informed consent has been secured and
the MATSs negotiated with other TK hold-
ers or the state. Thirdly, the TK may have
diffused into the public domain widely
through various forms — publications,
the media, electronically, and such like —
without the consent or knowledge of the
holders.

Each of these scenarios needs to be
addressed differently. Where the TK is
spread widely within the country with
numerous known potential communities
who can lay claim to the TK, the prior
informed consent could be sought from
the actual providers of the resource and
associated TK who are entitled to nego-
tiate benefits. Other holders of the same
TK would be entitled to receive benefits
through a public fund.*® The new Brazil-
ian draft law takes this approach. A more
challenging situation arises where the
resource and associated TK are shared
by communities across boundaries.

4 M.R. Muller, The Protection of Traditional Know-
ledge: Policy and Legal Advances in Latin America,
TUCN-SPDA-BMZ (2006), at 171. Some not-
able exceptions are emerging. India has digit-
ally documented its TK in relation to traditional
medicine extensively primarily to establish prior
art to defeat any claims of novelty in IPR claims.
It has entered into an agreement with the EPO.
This has reduced patent claims based on Indian
TK substantially. A similar agreement exists
with the USPTO: Gupta, ‘TK Digital Library &
ABS Policy and Legislation in India’, Workshop
on Benefit Sharing of TK and associated Biologi-
cal Resources, Beijing, 4—5 Sept. 2009.

50 E. Kamau, B. Tobin, and G. Winter, Undoing the
Knot in ABS Transaction: In Search of Amicable
Solutions, Summary of Debate of Bremen Work-
shop, 15-16 Feb. 2008, at 9.

In the Hoodia case the resource and the
TK were spread among indigenous San
communities residing in Namibia, South
Africa, and Botswana. Such situations
require regional strategies to ensure a
participatory process among all TK hold-
ers to secure benefits. This would also
safeguard against users seeking out the
weakest link to obtain access on terms
which may prejudice the other commu-
nities. The proposed ASEAN Draft ABS
Framework Agreement®! is instructive. It
requires member countries to be informed
of any access application approval or
denial, possibly through a clearing house
mechanism.>? It also provides for mem-
ber countries to discuss benefit sharing
where resources exist in more than one
member country.>?

Solutions for the second and third case
scenarios are also reflected in the Hoodia
case. The commercialization of the
Hoodia drug proceeded for many years
without the prior informed consent or
acknowledgement of the contribution of
the San community, the original holders
of its knowledge. The associated TK was
widely known. The developers — South
African Council for Scientific and Indus-
trial Research (CSIR)—patented the prod-
uct and entered into agreements with
private companies. Eventually — after
media publicity that juxtaposed images
of emaciated African tribes against
‘biopirating’ western pharmaceutical
companies — benefit-sharing arrange-
ments were entered into between the San

51 Adopted by the ASEAN ministers for the envir-
onment in 2005. It has yet to be signed by the
countries.

2 Ibid., Art. 5(c) and (d).

> Ibid., Art. 7.4.
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and the developers. The San were assisted
by San-community-based organizations
as well as by an NGO. The San, organized
as San Councils in each of their states —
after initially anguishing over whether
to challenge the patent on legal (lacking
novelty) and ethical grounds — ultimately
agreed to a pragmatic solution to enforce
their communities’ collective intellec-
tual property. The benefit-sharing deal
negotiated, however, vested the patent
in the developers. The South African San
Council and the developers were the two
primary parties to the agreement. While
this allayed concerns about the difficulty
of identifying genuine TK holders of the
plant, it excluded non-San traditional
groups which historically occupied the
areas where the plant grows and which
also used the plant based on their TK.>*
The San communities across the borders
organized themselves into a San Council
and developed procedures to resolve the
shared TK issue. A common trust fund
was established to ensure equal benefit-
sharing among all the San communities
in the region.>>

Drawing upon these varied experi-
ences, the difficulties relating to shared
transboundary TK associated with genetic
resources could be resolved by the inclu-
sion of the following requirements in
the international regime. A state would
be obliged to disseminate widely the in-
formation of the application for access to
aresource and associated TK which exists

>+ See Wynberg, supra note 34, at Chap. 6.

> See also Report of the Meeting of the Group of
Technical and Legal Experts on TK Associated
with Genetic Resources in the context of the In-
ternational Regime on Access and Benefit Shar-
ing, UNEP/CBD/WG-ABS/8/2, at para. 87.

(ormay exist) across national boundaries.
TK holders whereverlocated could inform
the authority considering the application
of their views (prior informed consent)
as well as on benefit-sharing. The prior
informed consent of the actual provider
of the resource must be obtained, but the
benefit-sharing can be with all the other
(known) communities which hold the
same TK. A fund could be established to
distribute the monetary benefits equally
on the common law equitable principle
of ‘equity is equality’. If the access has
occurred without the involvement of
the TK holders other than the provid-
ers, at least if this was done in good faith
(for example, if there was no knowledge
that TK was involved or there was no
knowledge of the existence of TK holders
or the TK holders across boundaries did
not respond after the information about
the access application was disseminated),
the user could be required to negotiate
benefit-sharing arrangements with these
other communities. The benefits already
agreed upon could be used as a basis for
the negotiations. For example, benefits
could be limited to the aggregate amount
already agreed, with the proviso that
they be shared amongst the communi-
ties. If there has been access and the com-
munities, though known, were bypassed,
then the access may be annulled and
the user made to account for any profits
obtained. Alternatively, the communities
concerned could be given the option of
agreeing to accept benefits, in which case
anew agreement must be negotiated.

It is possible that some time in the
future conflicts may well arise where
communities across jurisdictions feel that
their prior informed consent for access or
for the agreement should have been, but
was not, secured; or who are unhappy
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with the quantum, or nature, of benefits.
A dispute-resolving mechanism may
need to be established. An ombudsperson
under the proposed international regime
has been suggested by the Expert Group
as fulfilling that purpose.>°

G Prior Informed Consent
Procedures for Traditional
Knowledge

As argued earlier, prior informed con-
sent of ILCs may be mandatory under the
Convention. Most national ABS related
laws make this a mandatory require-
ment. However, most of these laws are
singularly lacking in clear procedures for
securing the prior informed consent.>”

Where procedures are prescribed they
vary considerably. Poorly defined proce-
dures create legal uncertainty for both
users and providers. Similarly, any arbi-
trarily prescribed procedures remove the
flexibility essential to reflect the unique
characteristics of a particular community.
A single procedure for all situations
(‘one-size-fits-all’) is particularly ill-suited
as, often, there exist unique community-
specific procedures, grounded in cus-
tomary laws, practices, and community
protocols. This diversity of local govern-
ance processes ought to be preserved in the
international regime.

In many parts of Africa, Asia, Latin
America, and the Pacific region, constitu-
tional and national law recognize a role

¢ See also ibid., at para. 95.

7 The Philippines law is an exception and provides
detailed procedures for prior informed consent
and benefit-sharing: see sects 13.2 and 14 of
the Guidelines for Bioprospecting Activities es-
tablished under the Joint DENR-DA-PCSD-NCIP,
Administrative Order No. 1 of 2005, available
at: www.cbd.int/abs/measures.

for customary law in issues regarding
natural resource management and land
and marine tenure. In the Pacific region,
upwards of 80 per cent of land and a sig-
nificant portion of coastal and marine
areas are subject to traditional tenure
rights. And rights over both biologi-
cal and genetic resources are subject to
customary law rights.>® Internationally,
Agenda 21, established in 1993, recog-
nizes the value of preserving the admin-
istrative customary systems and practices
in protecting indigenous intellectual and
cultural property.>® The recent UNDRIP
reiterates the right of indigenous peoples
to maintain their institutional structures,
customs, procedures, and practices,
including juridical systems.®® Similar pro-
visions exist in many other ‘soft law’ doc-
uments.®! The procedures in the custom-
ary laws vary vastly from community to
community. Some are elaborate, replete
with detailed provisions; others are scanty
in detail. Yet others depend upon the oral
pronouncement of a village or community
elder. Where they are sufficiently detailed
and provide adequate safeguards, these
procedures may be incorporated into the
international regime, either directly by
reproducing them in the regime or by a
general reference that the prior informed
consent should accord with the custom-
ary laws and established practices of the
community. This has the support of the

8 B. Tobin, Customary Law as the Basis for prior in-
formed consent of Local and Indigenous Communi-
ties (undated).

% Agenda 21, Art. 26.4.b. Bonn Guidelines, supra
note 14.

0 Supranote 16, Art. 34.

¢l E.g., the Draft American Declaration on the
Rights of Indigenous Peoples, Art. XXI, in partic-
ular items 1 and 2, available at: www.indianlaw
.org/en/projects/ihr/oas/draft.
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Contracting Parties to the Convention.
One of the potential elements it has high-
lighted for consideration in the devel-
opment of systems for the protection of
TK, innovations, and practices of ILCs
is ‘customary procedures which govern
access and consent to make use of TK and
biological and genetic resources’ and ‘a
process and set of requirements govern-
ing prior informed consent’.

Securing compliance with these proce-
dures may be best left to national compe-
tent authorities. In any event there may
be a need for capacity building so that
ILCs are better able to participate in the
prior informed consent procedures on
a level playing field. Again the interna-
tional regime should build upon existing
customary laws and practices of commu-
nities to reinforce such capacity.

1 Adapting the Procedures for Prior
Informed Consent

The procedures for securing prior
informed consent under Article 15 of
the Convention elaborated in the Bonn
Guidelines are confined to those from a
Contracting Party. To what extent can
these procedures be adapted to the prior
informed consent from TK holders when
associated TK is being accessed? In addi-
tion to the proposal for the incorporation—
directly or indirectly — of procedures
established by customary law, the inter-
national regime could establish funda-
mental elements which should be adopted
as the ‘minimum’ procedures for obtain-
ing prior informed consent from ILCs.%

%2 Decision VII/16H, Annex, items 4 and 5, avail-
able at: www.cbd.int/decisions/cop/?m=cop-07.
The customary protocol developed by the Ta-
laandig community includes elements from the
Philippines Indigenous Peoples Rights Act: Kry-
styna, supra note 33, at 25.

These would be particularly useful where
the procedures are unclear or are inad-
equate to protect the rights of ILCs. There
is of course the danger that reducing that
which may not be reducible — the rich
jurisprudential community or contextual-
based diversity which exists across the
tapestry of indigenous peoples and
communities spread throughout the
world — could undermine the fundamental
construct of customary laws and practices.
Homogenized and mono-culturalized TK
is antithetical to its conceptual underpin-
ning and a contradiction in terms. What
is being suggested, however, is a set of
‘core principles’ gleaned from across this
rich universal diversity of extant TK. As
was lucidly stated:

The diversity of the very subject of TK
and its customary modes of protection
may require instead, a suorum genorum
framework — a heteregenous network of
mutual recognition that does not confine
TK into one distinct genus, but recognizes
that divergent knowledge traditions,
integrated with customary law, warrant
recognition as distinct genera, under the
aegis of a general set of core principles.®*

The Bonn Guidelines list both principles
and elements of a prior informed consent
system. One of the principles includes
the consent of ILCs ‘as appropriate to the
circumstances and subject to domestic
law’. A key element is the establishment
of a national competent authority for
granting, or providing evidence of, prior

¢4 Tauban, ‘Saving the Village: Conserving Juris-

prudential Diversity in the International Protec-
tion of Traditional Knowledge’, in M. Alexander,
P. Hardison, and M. Ahren, Study on Compliance
in Relation to the Customary Law of ILCs, National
Law, Across Jurisdictions, and International Law: A
Consultancy Paper (2009), at 20.
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informed consent. The TK Expert Group
emphasized the need for legal recognition
of a competent authority at the community
level with a statutory mandate — an ‘TLC
competent authority’. Otherwise there
could be a risk that customary law would
be replaced by local government regula-
tions. The TK Expert Group also added
to, and elaborated upon, the elements
referred to in the Bonn Guidelines. For
example, the ‘process’ element was fleshed
out to include: a written application;
wide notification of applications; appli-
cations to be widely accessible; adequate
timing and deadlines; and specification
of use with a clause to address change
of use and transfer to third parties.®® The
essence of establishing these elements, or
requiring their adherence, is to ensure
the legitimacy of the prior informed con-
sent process and decision-making from
the perspective of the ILCs. In other words
the process must be culturally appropri-
ate, in accordance with the established
customary laws, practices, and protocols,
and be fair and comprehensive.

2 Best Practices

Several ILCs have instituted community
protocols which are related to access to
associated TK. These protocols have built
upon, and even revitalized, the customary
laws and practices. Some communities
have established an entire functioning
management regime based on custom-
ary law. An example is the project in the
Peruvian Andes being developed to design
models to access and distribute benefits

65 QOther desirable elements suggested for inclusion
are prior informed consent on the basis of MATS,
a consultation process with ILCs, and procedures
consistent with customary practices.

based on a revitalized customary law of
Quechua communities from the ‘Potato
Park’ — which encompasses 8,661 hec-
tares owned by some 8,000 villagers from
six communitiesin the Sacred Valley of the
Incas.®® The indigenous peoples of Peru
and Ecuador have also recommended the
development of a set of common protocols
based on common customary law for regu-
lating access to TK and to require that
compliance with these should be required
in national ABS laws.®” In the southern
Philippines, a Talaandig community has
formulated and implemented its commu-
nity protocol to govern access to biologi-
cal resources in an area which is part of
its ancestral domain. This is pursuant to
a law which requires that prior informed
consent must be ‘obtained in accord-
ance with customary laws of the con-
cerned community’. *® The recognition
of community protocols and practices by
national law would formally strengthen
their legitimacy by obliging adherence,
especially if accompanied by sanctions.

A unique opportunity now presents
itself for an international regime to inte-
grate customary laws and practices into
the prior informed consent procedures
and processes. These should be com-
munity specific to take into account the
diversity of such laws and practices in
multi-cultural communities. Where no
such laws or practices exist, or they are

% Colchester, ‘Peru: Visit to a “Potato Park™, 73
World Rainforest Movement Bull (2003), available
at: www.wrm.org.uy/bulletin/73/Peru.html.

67 Alexander, Hardinson, and Ahren, supra note
64, at 9.

% 8.35, The Philippines Indigenous Peoples Rights
Act1997,availableat:www.glin.gov/view.action
?glinlD=61555.
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weak, then core prior informed consent
procedures may be developed with the
involvement and consent of ILCs. Where
even this is not possible or feasible, then
the fundamental common elements of
such laws and practices should be used
as the basis for the procedure for prior
informed consent. The international
regime negotiations offer this opening —a
tide to be taken at the flood.®’

H Tracking and Monitoring Use of
Traditional Knowledge

Where TK is properly accessed there is
still the issue of the subsequent use of the
TK. First, it must be in accordance with
the basis on which the access was granted
and the benefit-sharing terms agreed
upon. The user would have to disclose the
specific utilization of the TK in the access
application; and access be granted for
this use. The value of the resource, and
the benefit-sharing terms, will be based
on this use. Secondly where the associ-
ated TK is transferred to a third party, the
same conditions as in the original agree-
ment should continue to apply. It may be
difficult to monitor and track compliance
with these conditions. One solution is to
require disclosure of compliance with the
prior informed consent requirement of
ILCs and other access conditions at vari-
ous checkpoints — such as at the point of
product registration or patent applica-
tion. This could help track adherence to
the original access terms. In particular, it
could help prevent leakage of the agreed

% Adaptation from William Shakespeare, Julius
Caesar (1599-1600), 4.3.218: ‘There is a tide in
the affairs of men which taken at the flood leads
on to fortune.’

benefits. The Expert Group highlighted
the value of a certificate of compliance
issued by the provider. The components
of the certificate could include: whether
or not there is associated TK involved;
the holders of the TK; and whether or not
the user has complied with indigenous
customary law, community protocols,
and other consent or decision-making
processes; and whether there has been
a change of use or transfer to a third
party. Although this helps tracking and
monitoring, there could still be serious
jurisdictional issues in enforcing the
obligations. More crucially, severe
tracking difficulties could arise from the
physical and informational nature of
genetic resources and the dynamics of
technologies which make use of them
at different stages of the research and
development process.”’ This could be
particularly true in the case of genetic
resources which are, in essence, coded
information.”

4 Conclusion

This article has outlined the problems and
prospects in incorporating associated TK
into a prospective international regime.
With the road map charted by the TK
Expert Group the negotiators now have
a clear direction on this complex compo-
nent of an international regime. Expert
group reports have varying degrees of

70 M.R. Muller and I. Lapena (eds), A Moving Tar-
get: Genetic Resources and Options for Tracking and
Monitoring their International Flows (2007), at
118.

Ibid., at 118, citing Report from the Regional
Biopiracy Prevention Workshop, Bogota, 2005,
available at: www.biopirateria.org.
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influence on the final outcome of nego-
tiations. Often political choices decide the
impact of such an input. Nonetheless, as
the report of the Expert group — and this

article — makes clear, there are practical
solutions to overcoming the intricate
issues posed by the interface between TK
and an international ABS regime.
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