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Abstract
This article addresses issues at the interface of public international law and international intel-
lectual property law, and argues that developing countries interests’ will be better protected by 
the proposed amendment of Article. 31 of the TRIPS Agreement and by the ongoing efforts to 
elaborate a legal instrument for the protection of traditional knowledge, both of which extend 
and deepen the special and preferential treatment of developing countries. The issue of protec-
tion of traditional knowledge has not only made inroads into treaties (via the proposal to amend 
TRIPS to include disclosure of origin and prior informed consent—Article. 29 bis), but it has 
also introduced alternatives to foundational intellectual property law principles relating to term 
of protection and exclusive rights. The ongoing work programme of the World Intellectual Prop-
erty Organisation’s Genetic Resources, Traditional Knowledge and Folklore committee shows 
potential for the formulation of an international instrument for the protection of traditional 
knowledge through recognition of the rights of indigenous peoples.
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Introduction

In this article, I discuss the impact of the protection of traditional knowledge 
on policy debates surrounding international intellectual property (IP) law, 
both in the context of the Trade-related Intellectual Property Rights Agree-
ment (TRIPS) Agreement implementation and through broader agendas of 
creating, strengthening and harmonising intellectual property rights (IPR) in 
various countries, particularly in developing countries. The main principles of 
IP law were established in the Paris and Berne Conventions in the late nine-
teenth century. These principles were strengthened by the adoption of TRIPS 
in 1994, at the end of the Uruguay round of trade talks. The Doha Round of 
trade talks in 2001 resulted in the adoption of the Doha Development Agenda 
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and opened the doors to modification of the TRIPS Agreement. Such modifi-
cations were proposed, in part, because the implementation of TRIPS has 
raised controversy in developing countries. Inadequacies in the treaty have 
been exposed with respect to promoting the health of vulnerable people, par-
ticularly in developing countries, and critics question the usefulness of grant-
ing monopoly rights in countries whose economies are not as ‘mature’ as that 
of industrialised developed countries. The suitability of patent rights as inno-
vation incentivising mechanisms, in the context of culturally distinct practices 
such as traditional medicine, has become the subject of deliberation in inter-
national forums.

Intellectual property has been dubbed the ‘power tool for economic 
growth’.1 Attaching property rights to knowledge-based goods and services is 
seen as a means for economic growth2 since industries including film, com-
puter, agricultural and pharmaceutical companies hold intellectual property 
rights as key commercial assets. Rapid strides have been taken in IP legislation 
across the globe. Yet, the rationale for a system of IPR and the application of 
criteria for grant of rights with respect to traditional knowledge often are 
uncertain and unclear. The idea of tailoring intellectual property rules to pro-
tect traditional knowledge and related practices really took root at the forma-
tion of the World Intellectual Property Organisation (WIPO). While 
amendments to TRIPS represent an effort to modify the rules within the exist-
ing framework, the WIPO signifies a different approach to intellectual prop-
erty rulemaking.

In this article, I address issues at the interface of public international law 
and international intellectual property law. Public international law is a body 
of rules that broadly covers potentially conflicting interests such as the envi-
ronment, culture and human rights. Intellectual property law, a distinct area 
of private law, focuses more on the interests of authors and inventors and has 
come to incorporate trade interests in the latter part of the twentieth century. 
I argue that recent changes proposed to international intellectual property law 
bring IP law a step closer to public international law. These recent changes 
stem from concerns about the adverse impact of expensive patented health 
products on protection of public health and the misappropriation of tradi-
tional knowledge, both of which are intimately connected to developing 
countries interests. Reform of international IP law extend and deepen the 
‘special and differential’ treatment of developing countries in this legal domain. 
Such reform may lead to better protection of traditional knowledge and 
human rights. 

1 Idris 2003. 
2 Gowers 2006. 
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Developing countries and intellectual property rights

In general, intellectual property law creates rights over products of the intel-
lect, including creative and industrial products. At the international level, the 
WTO (World Trade Organisation)-led TRIPS Agreement seeks to merely 
promote protection of IPR, while national legal systems are instrumental in 
the granting, protection and promotion of intellectual property rights. There 
exists no independent international authority for granting IPRs. The TRIPS 
Agreement does not provide for such a body, but functions as the harmonising 
instrument that seeks to bring about uniform levels of protection in various 
jurisdictions. TRIPS is one of a number of agreements attached as annexes to 
the 1994 Marrakesh Agreement establishing the WTO. It incorporates earlier 
substantive treaties in IP and situates IP within the international multilateral 
trading system—a significant and important change to its former unlinked 
status. By placing TRIPS in a multilateral trade setting, countries have 
acknowledged the important role that a legal system that incentivizes innova-
tion and creativity can play with respect to international trade.3 As different 
countries offered different levels of protection (in many cases, no protection at 
all) and enforcement of intellectual property, the TRIPS Agreement was 
formed in an effort to provide uniformity, stability and predictability in intel-
lectual property rights protection in different jurisdictions, in the long term 
interests of sustaining global free trade.

While developing countries may be willing participants in improving mul-
tilateral free trade, many such nations have not hesitated to voice concerns 
over totally opening up their markets through full-scale liberalisation. The 
concept of ‘special and differential treatment’ (SDT)4 within international 
trade has evolved to take account of these concerns of developing countries, 
so as to better integrate them into multilateral trading systems. Since 1954 
and through the Uruguay Round of trade talks that culminated, in 1994, in 
the establishment of the WTO and the TRIPS Agreement, this concept of 
special and differential treatment has played a steady role in guiding the pro-
gression of global-rule based trading system.5 Preferential treatment includes 
non-reciprocal measures6 between parties and increased access to markets of 

3 World Trade Organisation, ‘Intellectual Property: Protection and Enforcement’. 
4 World Trade Organisation, ‘Annex II: Summary of Provisions Contained in the Uruguay 

Round Agreements for the Differential and More Favourable Treatment of Developing and Least 
Developed Countries’. 

5 Nottage 2003, p. 29. 
6 The MFN (most favoured nation) principle is a fundamental principle of international 

trade law. It allows all countries who belong to be treated equally; every member of WTO treaties 
has an obligation to treaty every other member as the most favoured nation. But under SDT 
regulations, some countries can be preferred over others. 
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developed countries. The extent of special treatment varies with each of the 
Uruguay Round Agreements. In the context of TRIPS, non-reciprocity is not 
available; all parties have to provide minimum standards of protection in the 
form of patents, trademarks, copyright, design, geographical indications, and 
so on.7 Instead, the Agreement allows more time for developing states and 
least developed states8 to introduce into or alter their legal systems’ minimum 
standards of protection of intellectual property as prescribed by the Agree-
ment. Developing countries received a four year period for implementing 
TRIPS, with the exception of protection through patents, for which the dead-
line was 2005, while least developed countries managed to push TRIPS imple-
mentation until 2013, expect for protection of pharmaceutical inventions for 
which they are expected to extend protection by 2016.9 This relaxation of 
TRIPS obligations, it seems, is seen as necessary for least developed countries 
‘in order to enable them to create a sound and viable technological base’.10

In the most recent round of trade negotiations in 2001, ministers at the 
Doha Round declared that developmental needs of developing and least devel-
oped countries would be central to their work programme. However, states 
have not made headway with SDT in the Doha Round because of contentious 
issues of graduation and classification of countries according to their develop-
ment, disagreements over whether SDT mandates fundamental changes in the 
current balance of rights and obligations of WTO member states, and chal-
lenges in retaining the core philosophy of trade liberalisation in the face of 
increasing demands for special treatment. The TRIPS Agreement is not high 
on the list of SDT issues except for the distinct mandate to address public 
health,11 biodiversity and traditional knowledge12 in the Doha Round work 
programme. Biodiversity and traditional knowledge are being debated by 
states as part of the review of the Convention on Biological Diversity (CBD), 
and at WIPO. As such, it becomes important to consider the developments 

 7 Sections 1–7, Part II, Agreement on Trade-Related Aspects of Intellectual Property Rights, 
Apr. 15, 1994, Marrakesh Agreement Establishing the World Trade Organisation Annex 1C The 
Legal Texts: The Results of the Uruguay Round of Multilateral Trade Negotiations 320 (1999), 
1869 United Nations Treaty Series 299; 33 International Legal Materials 1197 (1994).

 8 The classification into developing and least developed countries is contentious. However 
for the purposes of the TRIPS Agreement, States are free to choose to be classified as developing 
countries, and the UN list of least developed countries is used to identify LDC members of 
TRIPS. 

 9 Articles 65 and 66, TRIPS Agreement.
10 Preamble, TRIPS Agreement.
11 2001 Ministerial Declaration on TRIPS and public health, WT/MIN(01)/DEC/2, 

20 November 2001.
12 Item 19 on the WT/MIN(01)/DEC/1, 20 November 2001.
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taking place at these fora so as to assess the impact of their activities on 
SDT debates at the WTO. There is also a call to re-examine the basis for 
SDT provisions, using a more nuanced and sophisticated system of classifica-
tion of states in varied stages of development, taking into account internal 
sectoral differences and disparities in socio-economic development.13 The 
strengthening of special and differential treatment under TRIPS challenges 
the passive orthodoxy that intellectual property rights bring welfare benefits 
to developing economies. This challenge persists in the arena of rule-making 
for traditional knowledge where the fundamental tenets of IP law are being 
re-written.

The recognition of the social, cultural and economic benefits from the 
cumulative knowledge that is indigenous to specific countries and regions is 
crucial to the economic growth of developing countries. It is important that 
intellectual property systems evolve to recognise and serve the purposes of 
developing states in deriving benefit from preserving and promoting indige-
nous knowledge. Developing countries see huge potential in the knowledge 
accumulated over centuries, and their dynamic use and application in modern 
societies. Injecting this resource into the multilateral trading system may ben-
efit their economies as a result of participating in the multilateral system.

The commercial potential of traditional and indigenous knowledge came 
to the forefront when patents were granted on the uses of turmeric plant14 
and the neem tree in the US.15 In both cases the patents were later revoked. 
These patents were filed in a jurisdiction where such knowledge is not indig-
enous, and resulted in being classified as ‘novel’. If the patent examiners had 
paid closer attention to the application, which referred to the Indian origins of 
the use, the outcome may have been different. However, the point is that by 
applying for a patent on turmeric or neem for their medicinal and other uses, 
applicants revealed the economic value of such knowledge in global context, 
outside a country or region. Regulating to harness the economic potential of 
traditional knowledge is now high on the agenda of many developing coun-
tries. IP law and other legal and non-legal options are to form part of the 
approach to promote and preserve traditional knowledge as well as to harness 
its potential.

Traditional medicinal knowledge plays an important role in the healthcare 
of large populations in developing countries; it is increasingly used by people 

13 Cottier p. 790; Chang 2007, p. 566.
14 US Patent 5,401,504, of 28 March 1995, available at http://patft.uspto.gov ‘use of tur-

meric in wound healing’, assigned to the University of Mississippi Medical Center. 
15 Latha 2009. 
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living in developed countries for their healthcare needs.16 If carefully man-
aged, the increased use of traditional medicine may benefit the economies of 
developing countries and improve global health. Yet increased use in develop-
ing and developed countries can make the practice of traditional medicine 
unsustainable.17 While recognition of property rights in traditional medicine 
and related biodiversity can enable developing economies to develop new and 
enhanced assets that can be used in trade, the role of CBD and other such 
forums would be to ensure the sustainability of these resources.

Addressing the extension of SDT provisions into TRIPS and the re-
examining of core principles of IP law in the light of increased IP legislation 
in various countries is essentially an exercise in considering the ethics of intel-
lectual property rights regulation. Such an ethical review of intellectual prop-
erty law contributes to better law making in intellectual property protection 
by tailoring it to the needs of the users. It is contended that historically there 
is a schism between trade and public law regulatory systems, and that the 
economic and political spheres of international interaction have been kept 
apart through parallel governance mechanisms.18 After the Second World War, 
the economic and political spheres were divided up between the United 
Nations, the Bretton Woods institutions and the General Agreement on Trade 
and Tariffs (GATT), with the latter two dealing with monetary and trade 
aspects, while the former had a much wider remit. As world trade is now regu-
lated by the WTO the schism persists. However, as a result of pressure from 
pricing of patented medicines and the demand for a suitable regime for tradi-
tional knowledge, for example, international trade regulation and interna-
tional public law are moving closer to each other. An examination of the 
rationale of intellectual property rights reveals the fusion of the two is essential 
to protect producers and consumers alike. There is a greater need to recognise 
and act upon the interdependency between private and public law systems at 
the international level and to bring them closer.19 A two-step process of access-
ing IP rights systems, involving a national assessment of needs followed by the 
review of the international context is needed.

The rationale of IP rights

IP holder and user rights spring from a foundational aspect of the IP system: 
its rationale. Intellectual property rights exist in order to protect moral, social 

16 Timmermans 2003.
17 Alves & Rosa 2007.
18 Macmillan 2004. 
19 Cottier 2009, p. 13.
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and economic interests of holders and users.20 Holders mainly secure their 
moral (fruit of one’s labour) and economic (monetary benefit from retaining a 
time-limited monopoly) interests, while users rely on the social (new products 
and creative works produced) and economic interests (increasing their pro-
ductivity using innovation) to be fulfilled through a system of intellectual 
property rights. The balance between private and public interest protection 
needs to be adequate in order to sustain a progressive and beneficial IP system. 
The optimum protection of these interests is the rationale for an IP system. An 
IP system is only fully justified if a balance exists between social, moral and 
economic interests. The IP system need not be constant, but should respond 
to changes in other factors in society. Globalisation of trade and talent are key 
factors that drive changes in the modern era.

IP policy making is no more merely a matter of law alone, but a multi-
disciplinary endeavour.21 We must view this from three dimensions: general 
welfare, industrial and global dimensions. The general welfare model of policy 
making is based on the idea that IP rights are conferred to let society have the 
benefit of creative and industrial innovation, and grant the creator the benefit 
of recognition and money, which are within her reach through IPR. On top of 
the welfare aspects, the IP system now has to take account of industrial and 
global dimensions. The industrial dimension is added when IP rights begin to 
act as strategic assets. The global dimension comes on as states consent to 
centralised law and policy on IPR.

Let us examine the social welfare model, which is premised on the general 
welfare dimension. Intellectual property is non-exclusive, unlike real property. 
It can be used and enjoyed simultaneously by a number of people. If so, why 
should such property be encumbered under a system of IPR? This is because 
the moral right to ownership lies with the holder as it is the fruit of her labour, 
and the grant of IPR is in recognition of this moral right. Hettinger illustrates 
it thus: ‘Why is it mine? Well, it’s mine because I made it, that’s why. It 
wouldn’t have existed but for me.’22 Although this might not be entirely true, 
as innovation relies on knowledge that goes before it, the dominant model 
endows strong rights on the holders, perhaps under the assumption that what-
ever knowledge went before has been protected in a similar fashion too. Still, 
controversy remains about the role of the labour theory in justification of IP 
rights. One of the benefits for the holder for having expended one’s own labour 
is the opportunity to economically exploit their productions. In exchange for 
the recognition and the opportunity to make money, society benefits from the 
disclosure of the product. In addition, other advantages are negotiated such as 

20 MacQueen et al., 2008, p. 8.
21 Pugatch 2009, p. 308.
22 Hettinger 1989, p. 36. 
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free non-commercial use etc. At a collective level, the granting of IPR facili-
tates the economic, social and cultural development of society, particularly in 
Euro-American contexts. This statement however, does not take into account 
external factors such as levels of literacy and technological development in the 
society. Therefore the two sides of a coin in a social welfare model are disclo-
sure and monopoly. Enter the industrial dimension, where IP rights are stra-
tegic assets,23 over and above their value as IP, which is a set of moral and 
individual economic rights. The principle of proportionality24 (balancing dis-
closure and monopoly) is no longer fully valid, as there are various factors that 
determine the strategic significance of the asset. It becomes unfair to operate 
only under the social welfare model of strong IP rights. The reactions against 
the monopoly effect primarily arise from the visibility of the benefits of the 
industrial dimension. The public see private companies (who are the main 
actors in the industrial dimension) as making excessive profit.25

The third dimension of centralised IP law and policy seeks to enhance the 
value of IPRs as strategic goods by reaching out to global markets. As capital 
becomes highly mobile, not only are low skilled non-IP labour outsourced, 
but highly skilled jobs involving patented technologies are outsourced. This 
latter trend requires that countries provide a strong protection via intellectual 
property rights to such technologies.26 This movement of capital provides an 
impetus for development of IP regimes in countries where IP systems were 
either non-existent, existent but not providing strong protection or existent 
but not being enforced properly. Some developing countries have responded 
to offers of foreign direct investment by strengthening their IP law; others 
have strengthened their IP law in line with global standards laid out by the 
TRIPS Agreement in the hope of attracting investment.27 Overall the third 
dimension drives IP systems in many developing and least developed coun-
tries; this leaves very little room for countries to make fundamental balance 
assessments under the social welfare model.28

Let us turn to historical experience in IP policy. IP laws are products of the 
political and socio-economic environment, both within and outside specific 
countries.29 In Britain, law relating to design, patent and copyright was laid 

23 Pugatch 2009, pp. 310–13.
24 Hettinger 1989, p. 14.
25 Laurie 2006, p. 17. 
26 Gervais 2009, p. 353.
27 Gervais 2009, p. 355. 
28 However least developed countries have till 1 July 2013 to implement The TRIPS Agree-

ment (till 2016 for implementing provisions on pharmaceuticals).
29 United Nations Development Programme ‘Human Development Report’ 1999, New 

York, Oxford University Press, p. 73.

Downloaded from Brill.com05/19/2023 07:05:10PM
via free access



348 C. Kuppuswamy / Asian Medicine 5 (2009) 340–362

out in the mid-nineteenth century. British colonies followed shortly after 
that. International treaties came about in the late nineteenth century to pro-
tect the rights of IP (mostly Western/colonial) in other parts of the world. 
Types of IP rights have grown and diminished during the last 150 years. For 
example, registration of designs that confers design rights has been on the 
decline in the UK. The decline of textile manufacturing, the change in the 
culture of perception of design practice, and some other legal factors have led 
to a reappraisal of the usefulness of a design protection law.30 Similarly new 
categories of IP rights (some classify them as sui generis rights) are being con-
structed in response to new social and technological developments. Even 
within similar political, socio-economic systems, when a new type of right is 
created within a certain jurisdiction, there is plenty of resistance to its adop-
tion in another jurisdiction. Two key points emerge from the analysis so far: 
first, the social welfare dimension is a fundamental bargain struck in order for 
a system of IP rights to flourish; second, IP rights vary according to societies, 
and the imposition of minimum standards such as through TRIPS may not be 
suitable to all societies.

The rationale for an IP system cannot any more be based on the social wel-
fare model alone, particularly one based on Euro-American social conven-
tions. IP must account for both industrial and global dimensions. In countries 
where there is no history of IP law or IP flourished under a colonial regime, it 
is time to undertake a socio-economic assessment of the need for IP, to build 
a social welfare model generic to these jurisdictions. The first task is to con-
sider the nature of socio-economic progress of a particular jurisdiction to 
assess the need and suitability of an IP system, and then consider the level of 
integration that needs to happen with the international regime. But perhaps 
this idealistic approach may not be possible as IP becomes more entrenched 
into the trade system and deals are made or broken over IP issues on the inter-
national trade negotiations table. It is an unequal match between local and 
global issues on the global platform.

The idea that the IP law functions well within developed societies which 
seemingly reap social welfare benefits from an IP rights system is not necessar-
ily correct. Constant changes are being made and reform is being proposed to 
IP law in developed countries to reorient it towards social welfare. But sys-
temic problems in IP law persist. The practice of patenting can be taken as an 
example to investigate some negative trends. Patents confer the strongest 
monopoly rights of all the categories of intellectual property rights.31 Like 

30 Bently 1997, pp. 3–46. 
31 MacQueen et al., 2008, p. 359. 
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copyright, they are time-limited after which users and holders acquire similar 
rights on the invention. The provision of very few exemptions or defences is 
seen as cementing the monopoly that a patent right provides. Patents are not 
only rewards for the creativity and investment that go into an invention, but 
also function as an asset within the market and the international trading sys-
tem. Its attraction as an asset has led to adverse impacts on the innovation 
regime.32

In 2001, the European Patent Office (EPO) granted patents on the cancer 
gene family, but European researchers and governments opposed this move. 
The European Parliament33 passed a resolution supporting the opposition and 
urging the ‘the EPO to reconsider patenting these genes’34 and associated itself 
‘with those tabling objections to the granting of these patents’.35 It also made 
a policy statement calling on ‘the Council, the Commission and the Member 
States to adopt the measures required to ensure that the human genetic code 
is freely available for research throughout the world and that medical applica-
tions of certain human genes are not impeded by means of monopolies based 
on patents’.36 Following hearings during the opposition proceedings, the terms 
and conditions of the patent have been modified in order to facilitate its use 
by other researchers and use in diagnostic kits for breast cancer in Europe. 
Starting in early 2010, the patents in the US are being challenged in the 
courts,37 with some initial success. The breast cancer gene cases raise the fol-
lowing issues. What should and shouldn’t be patented? Who are the inventors, 
when funding comes from a variety of sources including public money, paid 
for by taxpayers? Are patents facilitating expansive reach of the monopoly? 
How can the commons be protected? The trend of rewarding every bit of 
inventiveness and enterprise leading to controversial and less controversial 
inventions, coupled with the monopolistic commercial rights created by the 
patent and supported by the patent and trade system, leads one to agree with 
a comment that IP rights can be misused.38 As international IP law is devel-
oped, riding on the wave of trade related IP harmonisation, such challenges of 
what should and should not be patented, and the extent of rights to be granted 
will continue to pose socio-ethical challenges.

32 For some interesting examples see Heller 2008. 
33 European Parliament. Also see http://www.cptech.org/ip/health/biotech/eu-brca.html. 
34 Ibid. Clause 3.
35 Ibid.
36 Ibid. Clause 4.
37 Borrell 2010.
38 See Alexandra Sims comment in the copyright section of this article.
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Experiences from developed countries’ IP systems indicate that there needs 
to be constant reappraisal of the IP system to assess its suitability and appro-
priateness for a particular society. Such an appraisal is rendered even more 
complex given that global trade and the process of globalisation brings in 
many more stakeholders whose interests need to be taken into account. The 
importance of this was demonstrated from the experience of modifying the 
TRIPS Agreement, which had not fully considered the needs of countries with 
meagre manufacturing capabilities. From the point of view of developing a 
special and differential treatment framework for the TRIPS Agreement beyond 
the restricted set of provisions currently in place, two points need be stressed: 
a recognition of the limitations of an IP system for fostering innovation is 
required, and a fundamental needs assessment is essential since a one-size-fits-
all approach does not provide a social welfare oriented IP rights system.

Intellectual property rights and public health: the Doha Development 
Agenda

As mentioned above, the Doha Round of talks is more formally referred to as 
the Doha Development Agenda (DDA): the current round of trade talks that 
began in 2001 addressing trade in goods, services, and trade-related intellec-
tual property rights. (Although this gives an impression that there exists non-
trade related IP rights, there really isn’t such a category, except for certain 
moral rights in copyright.) This round of talks was launched with a Ministerial 
Declaration,39 focussing on development. Concerns about the protection of 
public health40 and traditional knowledge41 in the course of implementing the 
TRIPS Agreement were raised. This was the first concerted attempt to deal 
with the impact of the TRIPS Agreement on member states. This first round 
of talks was followed by a second and separate Declaration on public health 
and TRIPS,42 urging member states to apply TRIPS in a flexible manner.43 
These have come to be known as TRIPS flexibilities. The ministers also urged 
changes in TRIPS to take account of the needs of countries with no pharma-
ceutical manufacturing capabilities.44

39 Ministerial Declaration, WT/MIN(01)/DEC/1, 20 November 2001 (adopted 14 Novem-
ber 2001).

40 Clause 17, Ministerial Declaration.
41 Clause 19, Ministerial Declaration.
42 WT/MIN(01)/DEC/2, 20 November 2001 (adopted 14 November 2001).
43 Clause 4 of the Declaration on public health and TRIPS.
44 Clause 6 of the Declaration on public health and TRIPS.
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Part II, section 5, Articles 27–34 are the main provisions on patents in 
TRIPS, dealing with patentable subject matter, patent rights, duration of 
rights, exceptions, revocation and compulsory licensing. Patent owners are 
granted exclusive rights to ‘making, using, offering for sale, selling, or import-
ing. . . .45 assigning, or transferring by succession and concluding licensing 
contracts’.46 While the patent owner can conclude licensing agreements as per 
her terms, TRIPS also makes it acceptable for licensing to take place without 
the authorisation of the owner, but through the member state’s law.47 Such 
compulsory licensing is regulated through TRIPS. Unauthorised use of pat-
ented material shall only be limited to emergency situations (such as epidem-
ics), should be non-exclusive, and operate within the domestic market.

Exceptions to TRIPS exclusive patent rights are thus limited and restricted. 
If these exceptions are understood as necessary to fulfil the principle laid out 
in Article 8 (to protect public interest), they were proving to be inadequate to 
tackle health challenges, at least in some developing countries. Those coun-
tries with less or no manufacturing capacity have found it very difficult to 
implement the flexibilities in TRIPS because of the restriction on import stip-
ulated under Article 31 (f ) (supply within domestic market only). To remedy 
this problem, changes were made to the provisions and eligible members could 
import patented products under the compulsory licensing procedure since 
2003.48 In 2005, an amendment to TRIPS was proposed in order to incorpo-
rate the waiver decision taken in 2003.49 The proposed Article 31 bis (1) states 
that manufacturer countries can supply other countries under a compulsory 
license in cases where the importing countries do not have the manufacturing 
capacity for pharmaceutical products. The waiver will remain until the amend-
ment of the TRIPS agreement comes into force. As of April 2010, states have 
not signed on to this amendment. As the first ever amendment proposed on a 
major WTO Agreement, the wording of Article 31 bis was not easy to settle 
on,50 and its formal incorporation into TRIPS still remains a challenge, with 
developed countries still assessing the implications of such an amendment.

The 2003 waiver and the subsequent 2005 proposed amendment have an 
impact on holders’ rights in a major industry: pharmaceuticals. The pharma-
ceutical sector uses the patent system extensively. It is a significant innovation 
industry whose products are of importance to the public; it is a key player in 
the social welfare rationale of IP. With the advent of modern biotechnologies 

45 Article 28 (1)(a), TRIPS.
46 28(2), TRIPS.
47 Article 31, TRIPS.
48 WT/L/540 and Corr.1, 1 September 2003 (adopted 30 August 2003). 
49 WT/L/641, 8 December 2005 (adopted 6 December 2005).
50 Gervais 2008, p. 58.
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the future of the industry is built around producing and exploiting patented 
products, whether using traditional knowledge or otherwise. Large markets 
also lie where public health emergencies tend to occur. South Africa, where a 
large percentage of the population is afflicted with HIV/AIDS, is a large mar-
ket for anti retroviral (ARV) drugs. Precisely for this reason the pharma sector 
opposed measures taken by the South African government to subsidise the 
price of HIV/AIDS drugs in South Africa.51 The high profile of this contro-
versy over public health related compulsory licensing in South Africa led to 
the reconsideration of patent holders rights under TRIPS. As member states 
have reiterated a number of times since 2000, the Doha Development Agenda 
and its public health item is an exercise in shaping the rationale of the inter-
national IP system. The 2003 waiver is a bargain that has moved the debate in 
the right direction because it differentiates between the natures of different 
economies and recognises the need to relax the monopoly rights. However 
there are still hurdles in establishing the debate on the rationale, to incorpo-
rate tailor-made IP regimes suitable for different countries, with different 
levels of IP rights based on a realistic assessment of welfare needs. Even the 
compulsory licensing provisions after 2003 are very cumbersome and expen-
sive in practice. It is argued that the changes to Article 31, TRIPS ‘has not 
brought about the much hoped for balance between the interests of the patent 
communities of developed countries and patient communities of developing 
countries’.52

The debate on the balance between patent owners and the rest of society 
was deepened in another item on the DDA: traditional knowledge. The edi-
fice of international IP rights is built on national systems, which play the main 
role in granting and managing IP rights. So, the debate on how and to what 
extent IP systems can protect traditional knowledge goes to the very heart of 
the balance of interests under the social welfare model. The Ministerial Decla-
ration of 2001 stipulated a review of Article 27 (3) (b) of TRIPS and to address 
corresponding compatibility issues with the Convention on Biological Diver-
sity, and this is taken up in the section below.

The protection of Traditional Knowledge

What is traditional knowledge (TK)? How does one differentiate between that 
which is traditional knowledge and that which is not? There is no single 
agreed-upon definition of traditional knowledge, but it is possible to identify 

51 Andemariam 2007, pp. 447–49.
52 Paas 2009, p. 613.
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certain defining features such as: its holistic nature, its link to the environ-
ment, its role in building identity of communities, and the communal nature 
of ownership. Another approach to defining traditional knowledge is to list 
certain elements as being counted as traditional knowledge. Is traditional 
knowledge prevalent only in the East and in certain communities in the West? 
Is knowledge in Euro-American contexts not traditional knowledge, passed 
down from the Greeks and Romans? As Gervais points out, ‘Knowledge held 
by the ancient Egyptians, Greeks and Romans permeates Western culture and 
no one is suggesting that it be protected anew’.53 Does it not also require pro-
tection? Milius argues that the historical context of practices or languages of 
countries that have been subjected to colonial domination determines whether 
knowledge should be protected as traditional knowledge.54 On the other hand, 
Harms disagrees with such distinctions and asks why ‘ “Westerners” are not 
“indigenous” and why a microorganism found in the Amazon basin can be 
susceptible to bio-piracy but not one found in the “West”’.55 This is where the 
sovereign power of States acts to hinder or aid, as the case may be, in orienting 
the debate. Whatever view is taken of the current status of traditional knowl-
edge, it is arguable that a distinction between traditional and non-traditional 
has come to be recognised by a vast majority of States. Furthermore, in this 
context the notion of traditional and indigenous is used interchangeably. This 
can be problematic, and in both cases claims to ‘tradition’ and ‘indigeneity’ are 
often politically motivated and crucial components of claims to cultural iden-
tity and territory. In the United Nations Declaration on the Rights of Indig-
enous Peoples, Article 11 recognises the right of indigenous peoples to 
maintain, protect and develop the past, present and future manifestations of 
their cultures, such as archaeological and historical sites, artefacts, designs, 
ceremonies, technologies, and visual and performing arts and literature.56

Traditional knowledge is addressed by States in a number of contexts, 
prominent among them are negotiations under the Convention on Biological 
Diversity (CBD) on the subject of access and benefit sharing provisions of 
genetic resources,57 the discussions on disclosure of origin requirements under 
TRIPS and at WIPO by a special committee on traditional knowledge and 
folklore.

53 Gervais 2008, p. 131.
54 Milius 2009, pp. 213–4. 
55 Harms 2010, p. 505.
56 (A/RES/61/295).
57 Genetic resources, as defined under the CBD, means any material of plant, animal, micro-

bial or other origin containing functional units of heredity, of actual or potential value. 
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A protocol on access and benefit sharing58 of genetic resources has been 
adopted by 193 member States of the CBD in October 2010, just as this 
article is going to press. The provisions of this protocol will not take effect till 
the protocol comes into force, after it has been signed and ratified by at least 
fifty member States. The protocol recognises the interests of the State as much 
as that of the traditional and indigenous communities. It demands that tradi-
tional knowledge be viewed in the context of modernity, with the State and 
communities working together to meet goals that are acceptable to both 
parties. Obtaining prior informed consent, mutual agreement between TK 
holders and trading entities on terms of use, technology transfer from the 
technologically rich partners to the others, recognition of country of origin, 
capacity building, monitoring and compliance mechanism are part of this 
protocol.59 The protocol acknowledges the tough challenge posed by trans-
boundary knowledge and obtaining of informed consent, stating that an inno-
vative solution to these issues is necessary. Some indigenous communities see 
this protocol as empowering them to work with national governments to pro-
tect their traditional knowledge.60 Others view this whole project of State-
driven modernisation and integration of customary law with external systems 
of regulation with much scepticism. The scepticism is understandable given 
the problems and challenges faced in the IP system of the States and of inter-
national IP law, wherein monopolistic holders’ rights and commodification 
may not sit comfortably with the ethos of indigenous customary law. On the 
other hand, the interaction between indigenous customary law and modern 
IP law may lead to reform of IP law. A fruitful interaction between the two 
could fire the contemporary legal imagination to build bridges between legal 
concepts in the modern and age-old systems of law. The common law concept 
of fiduciary obligation (an instance where such obligation arises when owner-
ship is split into legal and equitable ownership between the trustee and benefi-
ciaries) and communal ownership (in TK) seem to share some features.61 In 
international law, the notion of the common heritage of mankind (CHM) 
deals with property and stewardship. While CHM is an accepted principle in 
international law, it has difficulties becoming operational.62

58 Draft Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of Ben-
efits Arising from their Utilization, Press Release, 22–03–2010, www.cbd.int/doc/press/2010/
pr-2010–03–22–abs9–en.doc accessed 28 March 2010.

59 The draft protocol has not been publicly released. Non party obligations were discussed. 
US, although having signed CBD, has not ratified it, so it is not bound by the CBD. Its private 
and public sector are key users of TK.

60 Stephen Leahy, ‘Biodiversity pact begins with the genes’, Inter press news service release, 
31 October 2020. http://www.ipsnews.net/news.asp?idnews=5341 accessed 31 October 2010. 

61 Milius 2009, p. 195. 
62 Kuppuswamy 2009. 
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In order for benefit sharing to work, international rules under various dif-
ferent instruments need to be harmonised. The Doha Development Agenda 
proposed a review of Article 27 (3) (b)63 of TRIPS. Under this provision states 
have the discretion of protecting plant-based inventions either under patents 
or other independent system of property rights.64 Some States understood this 
as creating a conflict between obligations under TRIPS and CBD. While 
CBD affirms the sovereign rights of States over biological diversity, TRIPS lays 
out a minimum standard of protection for plant varieties, thus constraining 
States in their reserved domain of national law making. Apart from this issue, 
a broader view was also taken, to address the relationship between CBD and 
TRIPS in general—the background for this being Articles 7 and 8 of TRIPS, 
addressing the rationale of the international IP system. The emphasis on the 
rights of holders in TRIPS meant that it did not contain positive provisions to 
prevent biopiracy,65 to ensure prior informed consent and the fair and equi-
table sharing of benefits.66 To remedy this, States proposed the introduction of 
a provision: Article 29 bis. According to this proposal, where a patent applica-
tion is derived from or developed with genetic resources and/or associated 
traditional knowledge, the application should disclose the country providing 
the source and show evidence of compliance with prior informed consent and 
fair and equitable benefit sharing. Failure to provide such information may 
prevent further processing of the application or lead to revocation depending 
on when the non-disclosure comes to light.67 There is strong opposition to the 
inclusion of such a substantive provision, and consequently the amendment of 
TRIPS. Many developed States are of the view that protection of genetic 
resources and traditional knowledge does not require such changes in TRIPS. 
Mechanisms outside TRIPS, such as contracts and penalties, can be utilised 
to protect traditional knowledge in the view. However large developing 
countries have been insistent on this proposed amendment and are working 
towards inclusion of such a provision into TRIPS. But there are no concrete 

63 See earlier section for Article 27 (3) (b).
64 International Convention for the Protection of New Varieties of Plants is an international 

regime for plant varieties, first adopted in 1961, last revised 1991. It is administered by the 
International Union for the Protection of New Varieties of Plants (UPOV). 

65 ‘Biopiracy’ refers to the appropriation of the knowledge and genetic resources of farming 
and indigenous communities by individuals or institutions who seek exclusive monopoly control 
(patents or intellectual property) over these resources and knowledge. The ETC Group, an influ-
ential international civil society organisation believes that intellectual property is predatory on 
the rights and knowledge of farming communities and indigenous peoples. The term was coined 
by Pat Mooney and popularised by Indian activist and scholar Vandana Shiva. See http://www.
etcgroup.org/en/issues/biopiracy, accessed 21st March 2010. 

66 Gervais 2008, pp. 71–2.
67 IP/C/W/474, 5 July 2006. 
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commitments yet that such an amendment is going to be considered in these 
closing months and days of the Doha Development Agenda. The adoption of 
the Protocol to CBD could impact the resolution of origin issues under 
TRIPS. The Protocol establishes the idea of a global benefit sharing mecha-
nism in cases where traditional knowledge is shared by communities across 
borders, and where prior informed consent is not possible to be obtained.68 
These provisions may be relevant for contemporary Tibetan medicine.

Moving on to the third forum where TK is being discussed, after extensive 
fact-finding missions in the late 1990s,69 the World Intellectual Property 
Organisation (WIPO) established the Genetic Resources, Traditional Knowl-
edge and Folklore committee (GRTKF) in 2001 to explore protection mecha-
nisms for traditional knowledge, folklore or traditional cultural expression 
(TCE) and genetic resources. In October 2009, the WIPO General Assembly 
provided a comprehensive mandate to the committee to undertake ‘text-based 
negotiations with the objective of reaching agreement on the text of an inter-
national legal instrument (or instruments) which will ensure the effective 
protection of GRs, TK and TCEs’.70 Working from three basic documents 
compiled by the committee in the previous years,71 the General Assembly set 
a dateline for proceeding towards a draft treaty on the subject matter. In Sep-
tember 2011, the General Assembly is to adopt a decision on convening a 
diplomatic conference for forging consensus on a treaty or treaties.72 When 
the committee started discussions nearly a decade ago, three approaches to 
regulation of traditional knowledge were apparent: a regime against misap-
propriation and rules for benefit sharing (India), a regime which allows room 
for national legalisation (African Group), and a comprehensive system of 
positive rights including penalties for misappropriation, agreed at an interna-
tional level (Venezuela).73 It seems now that none of these three approaches 
have been purely adhered to. The draft provisions under discussion are not 
hands-off on the matter of traditional knowledge. There is a clear attempt to

68 Article 7bis, UNEP/CBD/COP/10/L.43/Rev.1, 29 October 2010. 
69 WIPO, April 2001.
70 Decision, Matters Concerning the Intergovernmental Committee on Intellectual Property 

and Genetic Resources, Traditional Knowledge and Folklore WIPO General Assembly, Thirty-
Eighth (19th Ordinary) Session, September 22 to October 1, 2009, http://www.wipo.int/edocs/
mdocs/tk/en/wipo_grtkf_ic_15/wipo_grtkf_ic_15_ref_decision_28.pdf accessed 12th Decem-
ber 2009. 

71 WIPO/GRTKF/IC/9/4, WIPO/GRTKF/IC/9/5 and WIPO/GRTKF/IC/11/8A (Tradi-
tional Cultural Expressions, Traditional Knowledge and Genetic Resources respectively).

72 Clause d, 2009 Decision.
73 Correa, ‘Review of the TRIPS Agreement: Fostering the transfer of Technology to Devel-

oping Countries’.

Downloaded from Brill.com05/19/2023 07:05:10PM
via free access



 C. Kuppuswamy / Asian Medicine 5 (2009) 340–362 357

define the subject matter and to delineate characteristics of traditional knowl-
edge, its production and use. It is not purely a regime that seeks to prevent 
misappropriation, nor does it leave national legislation to its own independent 
framework of regulating TK. However it is also not a comprehensive set of 
international rules governing all issues relating to TK under international law. 
The definition of traditional knowledge that this document proposes can be 
worked out from Articles 3 and 4, on general scope and eligibility. There are 
essentially two definitions in these articles, one broader than the other. The 
broader definition recognises ‘knowledge derived from intellectual activity in 
a traditional context, including from living in traditional lifestyles to knowl-
edge contained in codified knowledge systems passed between generations’. 
The narrower definition under Article 4 lists three conditions that need to be 
satisfied for any knowledge to be protected under the proposed treaty:

(i) generated, preserved and transmitted in a traditional and intergenerational 
context;

(ii) distinctively associated with a traditional or indigenous community or peo-
ple which preserves and transmits it between generations; and

(iii) integral to the cultural identity of an indigenous or traditional community 
or people which is recognized as holding the knowledge through a form of 
custodianship, guardianship, collective ownership or cultural responsibility. 
This relationship may be expressed formally or informally by customary or 
traditional practices, protocols or laws.

The document consists of three sections: policy objectives, general guiding 
principles and substantive principles. Amongst the core principles are respect-
ing and promoting traditional knowledge systems by preserving the knowl-
edge and preventing their inappropriate use, promoting innovation and 
creativity and legitimate trading activities, ensuring prior informed consent, 
equitable access and benefit sharing and precluding the grant of improper 
intellectual property rights to unauthorised parties. The guiding principles 
show a nuanced approach to the subject of TK, recognising the special char-
acteristics of TK and customary practices governing TK within the communi-
ties. It recognises the rights of communities against misappropriation of their 
TK. The guiding principles include flexibility of approach to regulating TK. 
While there is a principle on the recognition of rights, it is very restricted. 
Principle (b) states ‘The rights of traditional knowledge holders to the effective 
protection of their knowledge against misappropriation should be recognized 
and respected’. There is no separate recognition of customary law, however 
principle (h) states ‘Customary use, practices and norms shall be respected and 
given due account in the protection of traditional knowledge, subject to 
national law and policy’.
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The substantive principles together with the general guiding principles form 
the core of the text. There is no definition per se for traditional knowledge 
other than that it could be a codified system or otherwise, and can include any 
kind of technical knowledge such as, and not limited to, ‘agricultural, environ-
mental and medicinal knowledge, and knowledge associated with genetic 
resources’ (Article 3). However there are conditions for becoming eligible for 
the protection provided under the text. Article 4 enlists context, association 
and role as three key features of traditional knowledge under the text. The TK 
should be ‘generated, preserved and transmitted in a traditional and intergen-
erational context’ and ‘distinctly associated’ with traditional communities. It 
should be held in ‘a form of custodianship, guardianship, collective ownership 
or cultural responsibility’, and should be integral to the cultural identity of the 
group. Article 6 discusses conditions for commercial and non-commercial use 
of TK. Obligations to attribute, refraining from derogatory use, providing 
access to research outcomes, and involvement of source community in research 
and educational activities are the primary non-commercial use conditions. 
There is an acknowledgment that customary law ‘may’ play an important role 
in sharing benefits but note that this is not with respect to whether there 
should be access. With respect to commercial use, fair and equitable benefit 
sharing is the primary condition, it can be assumed that conditions attached 
to non-commercial use such as non-derogatory use will form part of the access 
and benefit sharing agreement. Much space is devoted to prevention of misap-
propriation, which includes:

acquisition, appropriation or utilization of traditional knowledge by unfair or 
illicit means, deriving commercial benefit from the acquisition, appropriation or 
utilization of traditional knowledge when the person using that knowledge knows, 
or is negligent in failing to know, that it was acquired or appropriated by unfair 
means; and other commercial activities contrary to honest practices that gain 
inequitable benefit from traditional knowledge.

To achieve the objectives, a number of different types of law can be used rang-
ing from the public to private, national and international (Article 2). The nature 
of the rights under the proposed treaty differs in a number of ways to conven-
tional IP models of protection. The length and duration of protection is indefi-
nite, i.e. as long as such knowledge is eligible to be classed as traditional 
knowledge it is to be protected under this draft text (Article 9). The holders can 
be collective or individuals, but the benefits should go to the communities. The 
rights are not about rights per se, but about control by the community. Despite 
differences, the overall features of an IP system are present within the text.

From the perspective of rights, the proposed treaty on traditional knowl-
edge makes progress in recognising at least some of the rights in the United 
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Nations Declaration on the Rights of Indigenous Peoples.74 The Declaration 
commits States to recognising the right to ‘maintain, control, protect and 
develop’ their traditional knowledge and intellectual property over such tradi-
tional knowledge and urges States, in conjunction with indigenous peoples, to 
take effective measures in enabling the exercise of these rights.75 States are 
committed to the recognition of collective rights of indigenous peoples, as 
being ‘indispensable for their existence, well-being and integral development’.76 
The TK treaty incorporates elements of collective rights, in its criteria for eli-
gibility as TK, in vesting control over rights in communities and in identifying 
communities as beneficiaries. The promotion of TK is well aligned with the 
principles in the Declaration. Under Articles 11 and 13, States agree to treat 
TK as an evolving body of knowledge and practice and recognise the right of 
indigenous peoples to ‘revitalize, use, develop and transmit to future genera-
tions their histories, languages, oral traditions, philosophies, writing systems 
and literatures, and to designate and retain their own names for communities, 
places and persons’. Under Article 24 (1) ‘Indigenous peoples have the right 
to their traditional medicines and to maintain their health practices, including 
the conservation of their vital medicinal plants, animals and minerals’. How-
ever, the role of customary law, which is stated as being an important compo-
nent of recognising indigenous peoples’ rights, plays a less than dominant role 
in the TK treaty. This feature diminishes some of the achievements under the 
proposed TK treaty.

The impact of TK debates on the IP system

Through the DDA-TK agenda, the protocol of the Convention on Biological 
Diversity and the text-based debates on TK at WIPO, it is now possible to 
consider a role for the notion of ‘collective’ in the IP system. It also seems that 
the idea of reward or incentive can be diversified, going beyond monetary and 
exclusive benefits. At an institutional level, DDA has spawned the ‘develop-
ment agenda’ at WIPO. The committee on development and intellectual 
property (CDIP) was established in 2007. It is working from a set of 45 
recommendations77 to put development at the heart of WIPO. It aims at 

74 (A/RES/61/295), adopted 13 September 2007, Canada and the Unites States have voted 
against the adoption of the Declaration. 

75 Article 31, Indigenous rights Declaration. 
76 Preamble, Indigenous rights Declaration. 
77 The 45 Recommendations, http://www.wipo.int/ip-development/en/agenda/recommen-

dations.html accessed 11th February 2010.
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developing a robust system of IP for all member states of WIPO. These 45 
recommendations are grouped into six clusters. Notable among these clusters 
is cluster B on ‘Norm-setting, flexibilities, public policy and public domain’, 
where norm setting proposes to take account of different levels of develop-
ment; consider the preservation of the public domain and deepen the analysis 
of the implications and benefits of a rich and accessible public domain. Other 
goals include encouraging WIPO to take into account the flexibilities in inter-
national intellectual property agreements, especially those which are of inter-
est to developing countries and least developed countries, to consider how to 
better promote pro-competitive intellectual property licensing practices, par-
ticularly with a view to fostering creativity, innovation and the transfer and 
dissemination of technology to interested countries, in particular developing 
countries and LDCs and to urge the Intergovernmental Committee to acceler-
ate the process on the protection of genetic resources, traditional knowledge 
and folklore. The project for a larger SDT framework for the TRIPS Agree-
ment will gain momentum from WIPO’s development agenda.

Conclusion

International intellectual property law is built on a narrow foundation, encom-
passing strong recognition of economic rights. Further constructions on this 
foundation are being challenged by such initiatives as the public health agenda 
and the protection of traditional knowledge. While the debates on protection 
of public health have exposed the limitation of a one-size-fits-all approach for 
intellectual property law, the problem posed by traditional knowledge is chal-
lenging fundamental notions in intellectual property law. The balance (or the 
lack of it) between social and economic interests under conventional intellec-
tual property law is under scrutiny as more and more states with varying levels 
of economic growth are adopting IP law. The impact of the Development 
Agenda is yet to come, and it can be expected that it will empower developing 
countries to tailor IP rights to suit their pace of development. The regulation 
of traditional knowledge, using IP law and other legal mechanisms will play 
an important role in this process of change.
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