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PREFACE

This study is the third in a series published by the South Centre in col-
laboration with the World Health Organization (WHO). These studies
are aimed at assisting countries, especially developing countries, to de-
sign public health-sensitive intellectual property rules in the context of
the implementation of the Agreement on Trade-Related Aspects of Intel-
lectual Property Rights (TRIPS) and other international, regional and
bilateral intellectual property agreements. The earlier studies were: Pro-
tection of Data Submitted for the Registration of Pharmaceuticals. Im-
plementing the Sandards of the TRIPS Agreement (Correa; 2002); and
Protection and Promotion of Traditional Medicine: Implications for
Public Health in Developing Countries (Correa; 2002).

This study was originally commissioned by the WHO Commis-
sion on Intellectual Property Rights, Innovation and Public Health
(CIPIH) and an electronic version was published on Commissions web-
site. (See http:/Mmww.who.int/intellectud property/studies’ TRIPS flexibilities/
en/index.html) in August 2005. In order to increase the dissemination and
impact of the study, the South Centre and WHO decided to publish the
study. It is hoped that the publication of the study will make it readily
available and accessible to developing country governments and other
stakeholders. In thisregard, the South Centre and WHO are indebted to
the CIPIH for granting permission to publish the study.

The publication of the study has been made possible through the
financial support of the French Ministry for Foreign Affairs - Director-
ate for International Cooperation and Development, through WHO, and
the Rockefeller Foundation, through the South Centre.

Thefirst draft of the study was presented and discussed during the
CIPIH Study Workshops held in Geneva on 30-31 May 2005, and bene-
fited from the comments of participants of the workshop. The authors
also wish to acknowledge and thank German Velasguez (WHO); Mrs.
Malebona Matsoso (WHO); and Charles Clift (CIPIH) for their valuable
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comments and inputs as well as Felix Maonera and Chris Chitemere for
the support in compiling the case study on Zimbabwe. In addition, the
authors wish to recognize the assistance and contributions by Laurel

Kilgour and Viviana Munoz, in the research for, and preparation of, the
study.

The views expressed in the study are, however, the views of the
authors and do not necessarily reflect the views of the South Centre,
WHO, the CIPIH, the Rockefeller Foundation, or the French Govern-
ment. The authors are solely responsible for the final text.



EXECUTIVE SUMMARY

This study was commissioned to: (1) examine the extent to which the
flexibilities contained in the World Trade Organization (WTO) Agree-
ment on Trade-Related Aspects of Intellectual Property Rights (TRIPS)
have been incorporated into the legislation of developing countries and
the extent of the actual use for public health purposes; (2) review the
stated trade policies of major industrialized countries, particularly the
United States and the European Union , vis-a-vis developing countries,
to determine whether they take adequate account of the public health
priorities of developing countries; and (3) examine the practical effect
and implications of recently concluded bilateral and regional free trade
agreements (FTAS) for public health protection in developing countries.
The study has been compiled based on existing literature and other
available evidence.

Overdl, the study finds that the use of TRIPS flexibilities can
promote access to medicines in developing countries. Most developing
countries whose laws and practices we reviewed had incorporated one or
more of the TRIPS flexibilities and there has been increasing usage of
these flexihilities such as compulsory licensing for public health pur-
poses. However, there remain important gaps both in terms of incorpora-
tion and usage of flexibilities, which will need to be addressed if the
TRIPS flexibilities are to be used effectively across the developing
world.

With respect to the stated trade policies of the United States and
the EU relating to the protection of intellectual property in third coun-
tries, especially developing countries, we find that although some con-
cern for the public health needs of developing countries is reflected, in
general, the policies fail to adequately take into account the public
health priorities of developing country trading partners.
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Finally, with respect to FTAs, we find that a number of provisions
in recently concluded FTAs between developed countries (essentially
the United States) and developing countries, pose a real risk of under-
mining the effective use of TRIPS flexibilities in developing countries
for public health purposes.

The analysis and conclusions in the study regarding the use of
TRIPS flexibilities by developing countries, the intellectual property-
related trade policies of the United States and the EU and other devel-
oped countries and, the implications of FTASs for public health protec-
tion in developing countries, are underpinned by a number of public
health principles for the implementation of intellectual property in the
area of pharmaceuticals. It is in this context that we make a range of
recommendations for the consideration of the Commission on how intel-
lectual property regimes could be better implemented, used and/or re-
formed, nationally and internationally, to facilitate the development and
access to medicines in developing countries.

From a public health perspective, developed and developing
countries not only have the flexibility to utilize and/or facilitate the utili-
zation of TRIPS flexibilities for public health purposes but, in fact they
have an obligation to do so. Consequently, notwithstanding the tentative
steps that have been taken in this direction, further guidance and clarity
is required to facilitate the incorporation of TRIPS flexibilities and their
use to promote access to medicines. This clarity can be assured by defin-
ing public health principles and guidelines for implementing intellectual
property—related measures in the public health sector.

Policy makers in developing countries and developed countries
need to base their implementation of intellectual property rules on these
pro-public health and pro-access principles. These principles, in the con-
text of access to medicines, are informed by a range of national legal
and policy instruments, from the national constitutions to national drug
policies, where they exist, to international legal and policy instruments
including the Constitution of the World Health Organization (WHO).

The achievement of public health objectives must be the guiding
principle for the implementation of intellectual property rules and poli-
cies in the pharmaceutical sector. The implementation of intellectua



property rules and policies should be based on the following key princi-
ples and guidelines. The policy and rulesin this area should ensure:

e arapid and effective response to public health needs;

e sustainability of supply of quality medicines and other health
products at affordable prices;

e competition through the facilitation of a multiplicity of poten-
tial suppliers, both from developed and developing countries,
and,

e the provision for a wide range of pharmaceuticals to meet an
array of health needs, as well as the need to ensure equality of
opportunities for countries in need, irrespective of their level
of technological capacity, including countries with insuffi-
cient or lack of manufacturing capacity, and irrespective of
their membership in the WTO.

IMPLEMENTATION OF TRIPS FLEXIBILITIES FOR PUBLIC HEALTH
PURPOSESIN DEVELOPING COUNTRIES

The examples of developing countries’ use of the TRIPS flexibilities are
not many, but they are growing. In 2002, Zimbabwe issued a declaration
of emergency, which empowered the Minister of Justice, Legal and Par-
liamentary Affairs to authorize any government department or third
party to use any patented invention for the service of the state. A local
producer was authorized to manufacture and supply anti-retrovira
(ARV) medicines to government health institutions under a government
use licence. In 2003, the Maaysian government used the provisions of
its patent law to allow for the importation of generic ARV's from India
for use in public hospitals. In 2004, both Mozambique and Zambia is-
sued compulsory licences for the local production of ARVs. In the same
year, the Indonesian President also issued a decree authorizing the gov-
ernment use of patents related to two ARV's, empowering the Minister



of Health to appoint a pharmaceutical company to undertake local pro-
duction of these medicines.

In South Africa and more recently Kenya, licences have been
granted to local manufacturers by patent holding companies for the pro-
duction of ARVs. In the South African case, the licences were granted
based on a settlement in a competition claim which would make these
licences technically compulsory licences. In Kenya, the voluntary li-
cences followed concerted pressure from the government, civil society
organizations and local manufacturers. Although technically voluntary
licences, in that they were negotiated between the patent holding com-
panies and the licensee company, the political and legal context in this
case should be noted. It can be argued that in both South Africa and
Kenya, the patent holding companies were compelled to enter into vol-
untary licensing arrangements with local producers, given that national
legislation in both countries incorporated a number of the TRIPS flexi-
bilities and, there seemed to be sufficient political impetus for their use.

Below, we summarize our analysis and recommendations with re-
spect to the implementation and use of various TRIPS Fexibilities in
developing countries. In particular, the study examined the following
flexibilities: (1) transition periods; (2) compulsory licensing; (3) public,
non-commercial use of patents; (4) parallel importation; (5) exceptions
from patentability; and (6) limits on data protection.

Transition Periods

The TRIPS Agreement provides three transition periods for the imple-
mentation of its minimum standards. The first two sets of transition pe-
riods, that is those relating to developed countries and devel oping coun-
tries, have lapsed. The expiry of the 2005 deadline has important impli-
cations for the future supply and availability of generic versions of pat-
ented medicines and, its consequential impact on prices and affordability.
Although the impact is not expected immediately, it can be foreseen that
generic versions of new medicines may no longer be produced in India,
if they come under product patent protection. This not only affects the
generic industry in India, but also other countries depending on generic
medicines and active ingredients from India. In this scenario, the avail-



ability and use of TRIPS flexihilities in producing countries such as In-
dia, aswell as Thailand and Brazil, will become even more important.

The third transitional period, that relating to least-developed
countries (LDCs), will remain in force for pharmaceutical patents and
test data protection at least until 2016 by virtue of the TRIPS Council’s
Decision of 27 June 2002 (WTO document IP/C/W/25) under Article
66.1 of TRIPS. This Decision was taken to implement paragraph 7 of
the Doha Declaration on the TRIPS Agreement and Public Health. This
period could still be extended after 2016. From a public health perspec-
tive, this extension of the transition period for LDCs is of significant
importance.

The extension is a clear recognition of the implications of patent
protection on public health. Thus, it is recommended that all LDCs
adopt the necessary measures to use the 2016 transition period in rela-
tion to pharmaceutical patents and test data protection. Although thereis
some uncertainty with respect to patents aready granted, it is not ques-
tioned that LDCs can prospectively suspend the operation of their patent,
test data protection and market exclusivity schemes with respect to
medicines until 2016. Whilst the absence of pharmaceutical patents may
or may not encourage the development and growth of the local pharma-
ceutical industry, at the minimum, its absence will ensure that patent
rights will not be an obstacle to the supply of generic medicines.

Compulsory Licensing

Virtually all developing countries whose laws and practices we re-
viewed provided for the granting of compulsory licences, underscoring
the critical importance that countries place on this policy tool for public
health and other socio-economic purposes. The grounds upon which
such licences could be granted however, varies considerably. To ensure
the widest possible use of compulsory licensing, developing countries
should not only incorporate within their patent laws provisions to enable
the granting of compulsory licences but, they should also specify as
many of the possible grounds for the issuing of licences in order to
avoid ambiguity or uncertainty.



In many cases, the most significant barrier to the use of compul-
sory licensing is the absence of simple, straightforward legislative and
administrative procedures, which establish clear decision-making proc-
esses and responsibilities. A multi-agency committee may be set up at
the national level, to enable relevant agencies to discuss and take joint
decisions. The setting of adequate remuneration or compensation (as
required by Article 31(h) of TRIPS), such as the adoption of royalty
guidelines, should also be predictable and easy to administer, to reduce
uncertainty and to facilitate speedier decision-making.

Public, non-commer cial use of Patents (Government Use)

The right of the state to use a patent without the consent of the patent
holder for public health purposes is recognized to be an important public
health safeguard by many countries. Those developing countries which
have not done so should incorporate within their domestic legislation
government and non-commercia use provisions that are no less broad
than those currently applicable in the United States or the United King-
dom legidation. Although Article 31 of the TRIPS Agreement sets out
the conditions governing both government use of patents and compul-
sory licences, one important difference is that government use of patents
may be “fast-tracked” because of the waiver of the requirement for prior
negotiations with patent holders.

In this regard, the establishment of a straightforward and simple
administrative system of inter-agency decision-making process, asin the
case of compulsory licensing, is aso paramount. As for compulsory li-
cences, it will also be important to formulate open and transparent deci-
sion-making processes and procedures, including the formulation of
guidelines for determining adequate remuneration so that it is predict-
able and easy to administer. A single administrative system could serve
the purpose of facilitating decision-making in relation to the granting of
compulsory licences and government use authorization.
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Parallel Importation

Parallel importing can be an important tool enabling access to affordable
medicines because there still are substantial price differences for phar-
maceutical products in different markets. Permitting some form of paral-
lel imports provides opportunities to shop for better-priced pharmaceuti-
cal products. Developing countries should avail themselves of the widest
scope in terms of paralel imports and incorporate explicit provisions to
put into effect an international exhaustion regime in their national patent
laws. It is important to remember that while this “flexibility” is allowed
in the TRIPS Agreement and confirmed by the Doha Declaration, it does
not automatically trandate into the national regimes, and it will be nec-
essary for specific legal provisions be enacted in national laws.

Exceptionsto Patent Rights

Apart from the proviso “that exceptions do not unreasonably conflict
with the normal exploitation of the patent and do not unreasonably
prejudice the legitimate interests of the patent owner taking into account
the legitimate interests of third parties’, Article 30 of the TRIPS Agree-
ment does not define the scope or nature of the permissible exceptions.
The result is that countries have considerable freedom in this area. In
addition, paragraph 5(a) of the Doha Declarations stresses the impor-
tance of the object and purpose of the TRIPS Agreement in the imple-
mentation and interpretation the Agreement.

Consequently, exceptions crafted to achieve objectives related to
the promotion of the transfer of technology; the prevention of abuse of
intellectual property rights and the protection of public health are justifi-
able and desirable. In particular, the early working (or the Bolar) excep-
tion is an important mechanism in facilitating the production of, and
accelerating the introduction of generic substitutes on patent expiry.
This exception has important implications for developing countries, es-
pecidly if they are currently or potentially producers of generic medi-
cines. Even where they are not likely to be producers of medicines, the
United Kingdom Commission on Intellectual Property Rights (IPR
Commission) has recommended that developing countries incorporate a
Bolar-type exception within their domestic law, in order to enable the



generic products of a foreign company to gain regulatory approva and
to enter the market soon after the expiry of the patent.

Exemptionsfrom Patentability

The TRIPS Agreement only requires that patents be granted to products
and processes which are new, involve an inventive step and are industri-
aly applicable. The Agreement does not require the patenting of new
uses of known products including pharmaceuticals, and permits coun-
tries to deny protection for such uses for lack of novelty, inventive step
or industrial applicability. Protection of new uses, particularly second
medical indications, is often used for anti-competitive purposes mainly
for extending patent protection periods and blocking generic entry.

Therefore, it is prudent for developing countries to exclude new
uses of known products or processes from patentability, in order to pro-
mote access to medicines. Thisis the approach recommended by the IPR
Commission, which stated that “most developing countries, particularly
those without research capabilities, should strictly exclude diagnostic,
therapeutic and surgical methods from patentability, including new uses
of known products’.

Limits on Data Protection

In many countries, national health authorities rely on the test data relat-
ing to quality, safety and efficacy as well as information on the compo-
sition and the physical and chemical characteristics of a product submit-
ted by the originator company, usually, but not always, the patent holder,
to register generic substitutes based on bioequivalence. This approach is
fully compatible with the provisions of Article 39.3 of the TRIPS
Agreement which requires the protection of such data only from unfair
commercial use. However, in some jurisdictions, such as in the United
States and in the EU, this provision has been implemented by granting a
time-limited exclusivity to the originator company, during which period
the regulatory authorities can not rely on the test data to register generic
substitutes. The TRIPS Agreement does not require the granting of such
exclusivity.



On the basis of paragraph 4 of the Doha Declaration which pro-
vides that provisions of the Agreement be “interpreted and implemented
in a manner supportive of WTO Members' right to protect public health
and, in particular to promote access to medicines for al”, developing
countries should allow drug regulatory authorities to approve equivalent
generic substitutes on the basis of reliance on the originator data from
the time of its submission. They should implement data protection legis-
lation that is consistent with public health objectives, that is, to facilitate
the entry of generic competitors.

Implementation of the WTO Decision under Paragraph 6 of the
Doha Declaration

At the WTO Doha Ministerial Conference in 2001, WTO Members in
adopting the Doha Declaration on TRIPS and Public Health, recognized
in paragraph 6, that although developing countries had the theoretical
flexibility to grant compulsory licences, many of them could not effec-
tively use this policy tool for public health purposes due to insufficient
or lack of manufacturing capacity in the pharmaceutical sector. Under
that paragraph, the Council for TRIPS was tasked with  finding an ex-
peditious solution for these countries. A Decision implementing para-
graph 6 of the Doha Declaration was adopted on 30 August 2003 by the
WTO General Council. For countries to make effective use of the Deci-
sion to achieve public health objectives however, it will be important for
domestic laws or regulations to reflect the following aspects:

e To provide for a broad range of grounds for the grant of com-
pulsory licences and specific provisions for government use
of patents, as aready stated above. In this case, grounds for
compulsory licence should aso specifically include importa-
tion.

e There should be a time limitation for negotiations for volun-
tary licences so that where prior negotiations for a voluntary
licence with the patent holder is required, a definite time limit
should be set for such negotiations, after which the require-
ment shall be deemed satisfied, so that the grant of a compul-
sory licence can proceed without unnecessary delay.



e Provisions in domestic law should not limit the implementa-
tion of the Decision to arestricted list of products or diseases,
as it is clear that the Decision is applicable without any re-
strictions on products or diseases. There could aso be a clear
definition of “pharmaceutical products’ for which the Deci-
sion can be used. Countries should consider explicitly includ-
ing diagnostics, vaccines and medical devices used for treat-
ment. Provisions in nationa legislation should also alow for
the compulsory licences or the government use authorization
to refer to the product, instead of the patent(s) on that product,
as this will facilitate decision making, and reduce the time
required to conduct patent searches on al patents in force
with respect to each product.

e The Decision aso included a waiver for Article 31(h) so the
requirement that adequate remuneration be paid to patent
holders should be waived in the importing country. A specific
provision should be made in domestic law on this waiver.

e Any litigation or appea by the patent holder should not sus-
pend the implementation of a compulsory licence.

It is aso recommended that whenever possible, countries should con-
sider using measures less cumbersome than the system in the WTO De-
cision. The Decision does not preclude other options available under the
TRIPS Agreement and the Doha Declaration, as is clearly stated in
Paragraph 9 of the Decision. Thus, where no relevant patent isin force
in the exporting country, production and export of the generic version of
a medicine patented elsewhere can take place without the need of a
compulsory licence. In those countries, notably India, where the 1 Janu-
ary 2005 transition period was employed to delay the provision of patent
protection, a number of medicines currently under patent elsewhere are
still off-patent. In such cases, there is no need to resort to the use of the
Decision.



Xxiii

INTELLECTUAL PROPERTY-RELATED TRADE POLICIES OF MAJOR
DEVELOPED COUNTRIES AND PUBLIC HEALTH IN DEVELOPING
COUNTRIES

Major developed countries, especialy the United States and the EU, due
to their economic, political and military power, have a mgjor influence
on how developing countries deal with intellectual property and other
policies relating to pharmaceuticals. For this reason, the policies of these
developed countries vis-a-vis devel oping countries with respect to intel-
lectual property and access to medicines are a critical factor that deter-
mines how the latter address matters relating to intellectual property,
innovation and public health. For the study, we reviewed the stated trade
policies of the United States and the EU, the two magjor trading powers,
and Canada, Japan and Switzerland with respect to intellectual property,
to determine whether these countries take into account public health
priorities of developing countries and international commitments such as
the Doha Declaration.

The United States

The current stated United States policy on intellectual property as set out
in the Trade Act 2002 and exemplified in the Special 301 Reports, with
the main focus being on preserving its unparalleled strength in economic,
political and military affairs, raises particular concerns. First, a trade
policy framed purely as a foreign trade and security instrument is
unlikely to take adequate account of the priorities of developing coun-
tries with respect to public health. In particular, the United States policy
fails to reflect a clear objective vis-a-vis developing countries, nor con-
tributes to the promotion of technological innovation in these countries
with respect to the diseases that disproportionately affect them. Fur-
thermore, it does not contrbute to the transfer and dissemination of tech-
nology, to the mutual advantage of producer’s and users of technologi-
cal knowledge and, in a manner conducive to social and economic wel-
fare.

Secondly, the United States policy, by focusing exclusively on the
interests of its export industries, may lead to very restrictive interpreta-



tions of the flexibilities contained in international agreements to the det-
riment of public health needs in developing countries. Finaly, the stated
objective for bilateral and multilateral agreements entered into by the
United States to reflect a standard of protection similar to that of the
United States runs counter to the well accepted principle that the stan-
dard of intellectual property protection in each country should reflect the
particular economic, social and cultural circumstances and level of de-
velopment of the country.

For the above reasons, the United States should consider:

reviewing and revising its trade policy with respect to intel-
lectual property in third countries, especialy developing
countries, to not only ensure respect for the Doha Declaration
but, the wider objectives on innovation and the transfer and
dissemination of technology, especialy technology related to
pharmaceuticals for diseases that disproportionately affect
developing countries,

calibrating its policy on intellectual property in third coun-
tries so that it can reflect a better balance between the legiti-
mate interests of its export industries and the need to improve
access to medical technologies in the poorest countries;

explicitly spelling out in its trade policy that provisions of
multilateral and bilateral trade agreements governing intellec-
tual property entered into by the United States with develop-
ing countries, reflect standards of protection that are in line
with the economic, social and cultural development of those
developing countries; and

amending its relevant laws and fully implementing the 30
August 2003 WTO Decision and/or the proposed amendment
to the TRIPS Agreement, so as to enable those developing
countries with insufficient or no manufacturing capacity in
the pharmaceutical sector to issue compulsory licences and
import generic medicines from the United States.



The European Union

The EU trade policy with respect to intellectual property protection in
third countries, especialy developing countries, is more nuanced and a
little more favourable to public health in developing countries. The
stated policy, among others, is aimed at ensuring that intellectua prop-
erty rights are supportive of public health objectives and that accession
to international instruments referred to in the TRIPS Agreement is in
line with the level of development of developing countries.

However, the EU’s policy of ensuring an adequate and effective
level of protection of intellectua property rights, and other rights cov-
ered by TRIPS in line with the international standards, and related poli-
cies such as its enforcement strategy, raises concerns. The EU’ sintellec-
tual property enforcement strategy also seems to be implicitly predomi-
nated by market access concerns as opposed to improving availability
and access to essential products including medicines. Finaly, although
the EU has made efforts to implement the 30 August Decision to enable
the production and export of pharmaceuticals to developing countries
with insufficient or no manufacturing capacity, the EU should take
measures to ensure that the conditions imposed on such exports do not
lead to disincentives to generic producers.

In this regard, the EU should consider, among others:

¢ clarifying the meaning of the notion of “ensuring an adequate
and effective level of protection of intellectual property, in
line with international standards’, in the Cotonou Agreement
and, in its enforcement strategy in third countries, so asto en-
sure that the phrase does not result in the imposition of
TRIPS-plus standards negotiated bilaterally, regionally or
multilaterally and, that it does not mean that TRIPS flexibil-
ities, such as test data protection, must be interpreted by de-
veloping countriesin line with the EU interpretation; and,

e reviewing and revising its draft regulation relating to exports
under the 30 August Decision, to ensure that no additional
conditions which are not required in the WTO Decision,
which may discourage potential suppliers are imposed; that
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there are precise definitions of other conditions such as those
relating to time frames for prior negotiations; that there are
instruments to promote the transfer of technology and capac-
ity building in pharmaceuticals in developing countries and,
that non-WTO developing countries have the possibility to
import products under the system.

Japan, Canada and Switzerland

Japan, Canada and Switzerland are important players in the international
discussions on intellectual property and public health and have impor-
tant interests in the pharmaceutical markets in developing countries.
Although their stated policies do not seem to pose as serious a threat to
public health in developing countries as the United States and EU poli-
cies, there are important concerns. In this regard:

these countries should consider clearly stating their policies
with respect to the protection of intellectual property and ac-
cess to essential medicines in developing countries, with a
view to ensure that their approach to this question is in line
with the objectives of developing countries in promoting ac-
cess to medicines for diseases that disproportionately affect
them;

Japan and Switzerland, as important players in the world
pharmaceutical market, should take immediate measures to
enact legislation to implement the 30 August Decision and
any subsequent amendment to the TRIPS Agreement;

athough Canada's efforts, particularly in implementing the
30 August Decision should be applauded, steps should be
taken to ensure that its legislation does not contain provisions
which make it difficult to export generics under the Decision.
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BILATERAL AND REGIONAL FTAS: PRACTICAL IMPLICATIONS FOR
ACCESSTO MEDICINESIN DEVELOPING COUNTRIES

Through the use of TRIPS flexibilities governments, particularly devel-
oping country governments, can address problems of lack of access to
medicines for diseases that affect their populations, high pharmaceutical
prices and restrictions on availability. In particular, they can alow dif-
ferent types of exceptions to the rights conferred by patent rights; they
can issue compulsory licences to allow third parties to make generic
versions of patented medicines; they can permit paralel imports by
adopting an international exhaustion regime; they can take remedia
measures against pharmaceutical companies which engage in anti-
competitive practices; they could limit the types of subject matter on
which pharmaceutical patents can be granted; they can accelerate the
introduction of generics into the market by allowing third party testing,
manufacturing and export for purposes of meeting regulatory approval
requirements and, by not extending patent terms on the basis of regula-
tory delays in registration of medicines; and they can allow regulatory
agencies to rely on test data provided by the originator of the product to
register generics.

Recent FTAs between developing and developed countries, par-
ticularly FTAs involving the United States, have however, been cited as
having a serious potential to undermine the use of the TRIPS flexibil-
ities for public health purposes and, for promoting innovation in respect
to diseases that disproportionately affect developing countries’ popula-
tions. Despite these potentialy serious problems, developing countries
continue to conclude FTAs with the United States with fairly similar
provisions on intellectual property.

It appears that while these countries accept that they are losing
TRIPS flexibilities, they seem to consider that overal, thereisanet gain
for them and the concessions in intellectual property affecting access to
medicines are justified. However, this net gains analysis presumes that
earnings in agriculture or other sectors due to increased market access
for example, would automatically trandate into the ability to afford
higher priced medicines. Though higher export earnings may lead to
better earnings for some parts of the population and therefore better abil-
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ity to afford medicine, it is difficult to see how overall, such earnings
would improve the ability of citizens to afford higher cost medicines.

In the study, we have examined the potential effects of FTAs as
manifested in the relevant provisions on intellectual property of recently
concluded FTAs for efforts in promoting access to medicines and, for
the various options available under the TRIPS Agreement. The FTAS
covered here are mainly the United States FTAs which are the most re-
cent and, have been concluded after the adoption of the Doha Declara-
tion.

The Object and Purpose of Intellectual Property Protection and the
General Approach to Exceptions

The object and purpose of intellectual protection and the relationship
between the purpose of protection and the promotion of technological
innovation and the transfer and dissemination of technology, as well as
the promotion of socia and economic welfare, are important balancing
elements in the TRIPS Agreement. The object and purpose has impor-
tant implications for the use and interpretation of TRIPS flexibilities for
public health. As confirmed by the Doha Declaration, “[E]ach provision
of the TRIPS Agreement shall be read in the light of the object and pur-
pose of the Agreement as expressed, in particular, in its objectives and
principles.” Most of the recently concluded FTAs do not clearly spell
out the object and purpose of the intellectua property protection under
the FTAs, nor do they emphasize the importance of technological inno-
vation, transfer of technology and the protection of economic and social
welfare.

To ensure that public health flexibilities are fully preserved in
FTAs, the FTAs or a least their intellectual property chapters, must
clearly spell out the object and purpose of intellectual property with a
focus on technological innovation, transfer of technology and the protec-
tion of essential sectors of the economy such as public health. This will
be important, not only for preserving the flexibilities, but also for assur-
ing a public health-sensitive interpretation of those flexibilities. A clear
object and purpose that emphasizes innovation, technology transfer and
the protection of essential sectors and socio-economic welfare, including



public health, will also be critical to ensure that the application of non-
violation and situation complaints to intellectual property matters under
the FTAs, does not undermine the implementation of the flexibilities.

The approach to the related issue of exceptions under Article 30
of TRIPS has been generally consistent with public health objectives
and should be applauded. However, care must be taken to ensure that the
agreements do not establish restrictive specia rules with respect to the
actual operation of some of the Article 30 exceptions. This has been
particularly the case with respect to the early working exception and the
patenting of new uses for pharmaceuticals. Where such rules have been
established, developing countries should either seek to amend the FTAs
or, at the very least seek confirmation through additional agreements, for
example, that these rules do not restrict the use of Article 30 consistent
measures.

Protection of Test Data and Patent Term Extensions

As has aready been pointed out, there is an obvious public health inter-
est in limiting the scope and nature of test data protection to ensure the
timely entry of generic medicines and the use of TRIPS flexibilities,
including compulsory licences. The current trend in FTAS is to require
the application of a mandatory exclusivity model, where:

e the registration of generics based on evidence of marketing
approval or safety and efficacy in third countries is prohibited
for five years from the date of approva of the originator in
the country, although the regulatory agencies in that country
do not require the submission of test data;

e the concept of utilization of new chemical entities is reduced
to meaning “one that does not contain a chemical entity that
has previously been approved by the Party”;

e TRIPS level protection is required for information disclosed
where necessary to protect the public;



and developing countries are required to introduce patent ex-
tensions due to regulatory delays relating to both pharmaceu-
tical registration and patent grant procedures.

This approach has serious negative consequences for public health ob-
jectives. The assurance by the United States that test data provisions
would not stand in the way of the TRIPS/Health solution does not ade-
quately address these concerns.Consequently:

the United States and other developed countries should take
measures to clarify and where necessary, amend FTA provi-
sions that unduly restrict the use of test data by public health
authorities. Furthermore, extensive and complex protections
such as those contained in the United Statess=CAFTA FTA
should be avoided in future agreements,

test data protection provisions should not only not stand in
the way of the use of the TRIPS flexibilities and the 30 Au-
gust 2003 WTO Decision, but also with respect to al meas-
ures necessary to assure access to essential generic medicines;

developing countries that have aready entered into FTAS
which contain enhanced protections for test data, should seek
ways to amend and clarify the FTA provisions relating to test
data, to ensure that such protection does not impede the
timely entry of generics; and

developing countries that are currently negotiating FTAs
should ensure that al flexibilities contained in the TRIPS
Agreement with respect to test data protection are preserved
and, that at the national level, clear rules are established to
ensure that the operation of the system does not impede the
timely entry of generics on the market.
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Compulsory Licences including Licences under the 30 August 2003
WTO Decision and Government Use

Compulsory licensing and government use provisions, as already noted,
are key features of a public health focused intellectual property regime
in any country, developed and developing. The Doha Declaration con-
firmed that the use of these provisionsis akey flexibility and, in particu-
lar, determined that each country should have the freedom to determine
the grounds for the issue of compulsory licences. Retaining this flexibil-
ity, especialy the freedom to determine a wide range of grounds, is a
key measure.

Although there has been no significant erosion of this key flexi-
bility in FTAs, in the sense that the two cases where restrictions have
been imposed so far are somewhat special, care should be taken to en-
sure that the approach such as that in the United States-Singapore and
United States-Jordan FTAS, is not replicated with other developing
countries. The WHO and other international bodies should be asked to
study the implications of such a restrictive approach for access to medi-
cinesin Singapore and Jordan as a basis for evaluating the desirability of
such an approach even for middle-income countries.

The Early Working Exception

The early working exception has been confirmed as a permissible prac-
tice under the TRIPS Agreement and, its advantages for public health
purposes have been amply demonstrated by its practical application in
many developing and developed countries such as Canada. In general,
recent FTAs have preserved this important flexibility. However, the ap-
proach in most of these FTAs has constrained the use of this flexibility
in one significant way.

By requiring that exportation under the FTA provision is only
permissible for purposes of registration in the country where a third per-
son used the subject matter of a subsisting patent to generate informa-
tion necessary to support an application for marketing approval of a
pharmaceutical, that is in the country where the tests were carried out,
the FTAs have introduced an impracticable system. There is no possibil-
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ity that generic companies would be able to undertake market approval
related research and tests in each country where they seek registration.
For this reason, it is difficult to justify such an impractical system from a
public health perspective.

To mitigate the clear negative implications, immediate measures
need to be taken to either:

e amend the relevant FTA provisions to remove the require-
ment that the export is only permissible for purposes of regis-
tration in the country where the export emanates and, to clar-
ify that export is permissible for purposes of obtaining mar-
keting approval in third countries; or,

e atthevery leadt, to clarify through additional agreements, that
the provision would not stand in the way of ensuring the
timely entry of generics into the markets of countries where
tests for marketing approval can not be carried out and, the
use of other TRIPS flexibilities including compulsory licens-

ing.

Exemptionsfrom Patentability

Patentability criteria and exemptions from patentability is an important
though often forgotten flexibility with long-term implications for inno-
vation, technology transfer and dissemination of technology in the
pharmaceutical sector. Thisis a genera problem but, particularly perni-
cious with respect to biotechnological inventions which are playing an
ever increasing role in the pharmaceutical sector. The notion of substan-
tial and credible utility for example, as opposed to the TRIPS industrial
applicability standard, the push for the mandatory patenting of plants
and animals and the requirement for patenting new uses of known prod-
ucts under recent FTAS, therefore have very serious implications that
need to be immediately addressed.

No public health-related reason seems to justify this approach.
Consequently, it is advisable that consideration be given to:
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e revising and, as necessary, amending recent FTAS to ensure
that there are no long-term negative consegquences for phar-
maceutical innovation and the transfer of technology arising
from a permissive patentability criteria that allows patent
claims over information the effect of, and the application of
which is unknown, the patenting of plants and animals and
the patenting of new uses of known products, especially sec-
ond medical indications; and,

e advising developing countries currently negotiating FTAS or,
that intend to negotiate FTAsin the future, to ensure that they
retain and use their TRIPS flexibilitiesin this area.

Parallel Importation

While there may be a case for developed countries prohibiting parallel
importation, the case for developing countries prohibiting paralel im-
ports does not find much support in current literature and existing evi-
dence. Consequently, developing countries should, as far as possible,
adopt an international exhaustion regime except where there is evidence
that the higher price charges resulting from prohibition on the importa-
tion of cheaper products serves a greater economic or social purpose.
Thisis likely to be the case only in exceptional circumstances, because
even patients in the United States have found it difficult to live with a
national exhaustion scheme resulting in waves of elderly people travel-
ling to Canada to buy prescription drugs.

Countries, such as Morocco, which have already entered into an
FTA, should explore ways to revise the national exhaustion provision.
For developing countries that are negotiating FTAS, they should ensure
that they preserve their flexibility on this issue and, in particular, adopt
an international exhaustion regime. It is laudable that a number of de-
veloping countries that have entered into FTAS recently, such as Chile,
CAFTA countries and Singapore have retained this flexibility.






|.INTRODUCTION

The current international debate on the implications of intellectual prop-
erty, especially the World Trade Organization (WTO) Agreement on
Trade-Related Aspects of Intellectual Property (TRIPS) for access to
essential medicines, came into the international media limelight starting
in 1997 with the attempts by the United States government to force the
revision of South Africa's Medicines and Related Substances Amend-
ment Act® and, the subsequent filing of alegal challenge against that law
by the South African Pharmaceutical Manufacturers Association. There-
after, particularly in the run up to the Fourth Session of the WTO Minis-
terial Conference in Doha, developing countries were pitted in a bitter
debate against developed countries over the interpretation and scope of
the flexihilities in the Agreement and, the use of these flexibilities to
improve access to essential medicines.

This debate culminated in the adoption in Doha of the Declaration
on the TRIPS Agreement and Public Health (the Doha Declaration).
Therefore, the Doha Declaration represents a final agreement between
the two camps that public health considerations condition the extent to
which patent protection is implemented. The Ministers of the then 142
Members of the WTO expressed their agreement in the following terms:

“We agree that the TRIPS Agreement does not and should not
prevent Members from taking measures to protect public health.
Accordingly, while reiterating our commitment to the TRIPS
Agreement, we affirm that the Agreement can and should bein-
terpreted and implemented in a manner supportive of WTO

! Act No. 90 of 1997.

2“Declaration on the TRIPS Agreement and Public Health”, WTO document
WT/MIN(01)/DEC/W/2 dated November 20, 2001. Available at
http://www.wto.org.
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Members' rights to protect public health and in particular, to
promote access to medicines for al.

In this connection, we reaffirm the right of WTO members to
use, to the full, the provisions in the TRIPS Agreement, which
provide flexibility for this purpose.”®

However, athough the Doha Declaration resolved the issues in the
WTO, there remain major challenges for developing countries to inter-
pret and implement the TRIPS Agreement and other intellectual prop-
erty rules, in a manner supportive of their efforts to protect public health
and promote access to medicines for all. Indeed, the interpretation of the
Doha Declaration has been a subject of controversy.*

At the same time, many developing countries have failed either to
incorporate the TRIPS flexibilities into their laws or, have not used such
flexibilities for public health purposes for a variety of reasons. New de-
velopments and trends in the field of intellectual property also suggest
that the existing flexibilities may be eroded especially through bilateral
and regional free trade agreements (FTAS) between developed and de-
veloping countries or, other multilateral agreements such as treaties cur-
rently under negotiation at the World Intellectual Property Organization
(WIPO).>

Consequently, this study, based on existing literature and avail-
able evidence, seeks to:

% See para 4 of the Declaration.

* For example, during the subsequent negotiations on the implementation of
paragraph 6 of the Declaration, disagreements arose with respect to whether the
Declaration applied to all diseases or only to the illustrative epidemics specifi-
cally mentioned in paragraph 1 of the Declaration.

® For a discussion of the current negotiations at WIPO and their implications for
public policy in various sectors including public health, see Musungu and Dut-
field, (2003); the United Kingdom Commission on Intellectual Property Com-
mission (IPR Commission), (2002); and Correa and Musungu, (2002).
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e examine the extent to which TRIPS flexibilities, for example,
compulsory licensing, parallel importation, patent exceptions,
as well as the 30 August Decision, have been incorporated
into national legislation in developing countries;

e analyze the actual use of the flexibilities by developing coun-
tries, including the use of compulsory licensing as a credible
threat in price negotiations and, identify reasons why such
flexibilities may not be used;

e review the policies of developed countries, in particular the
United States and the European Union (EU), as well as Can-
ada, Japan, and Switzerland, in respect of the intellectual
property components of trade policies, to determine whether
they take adequate account of public health priorities in de-
veloping countries; and,

e examine the potential effect of bilateral and regiona FTAS,
identifying in particular, the aspects that may have implica
tions for public health and access to medicine.

Based on this examination, review and analysis, the study makes a num-
ber of proposals and recommendations for consideration by the Com-
mission on how intellectual property regimes could be better imple-
mented, used and or reformed, nationally and internationally, to facili-
tate the devel opment and access to medicines in developing countries.

The study is divided into four main parts. In Part || we examine
the extent to which developing countries have incorporated TRIPS
flexibilities into their legidations, and anayze the actual use of these
flexibilities for promoting access to medicines. In Part 11 we review the
stated policies of developed countries, particularly the United States and
the EU as well as Canada, Japan and Switzerland, with respect to the
intellectual property components of trade policies, to determine whether
they take into account public health priorities of developing countries. In
Part IV we examine the potential effects of FTAs on intellectual prop-
erty related mechanisms for promoting access to medicines. Finally in
Part V, we conclude with final remarks on how intellectual property
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regimes could be better implemented, used and or reformed, nationally
and internationally, to facilitate the development and access to medi-
cines in developing countries.

The analysis and conclusions about the use of TRIPS flexibilities
by developing countries, the intellectual property-related trade policies
of the United States and the EU and, the implications of FTAs for public
health protection in developing countries, have been framed to reflect a
number of public health principles that should guide the formulation,
implementation and interpretation of intellectua property in the area of
pharmaceuticals.

From a public health perspective, developed and developing
countries not only have the flexibility to utilize and/or facilitate the utili-
zation of TRIPS flexibilities for public health purposes but, in fact they
have an obligation to do so. Consequently, notwithstanding the tentative
steps that have been taken in this direction, further guidance and clarity
is required to facilitate the incorporation of TRIPS flexibilities and their
use to promote access to medicines. This clarity can be assured by defin-
ing public health principles and guidelines, which such intellectual
property—related measures are intended to meet.

Policy makers in developing countries as well as developed coun-
tries need to base their implementation of intellectual property rules on
these pro-public health and pro-access principles. These public health
principles, in the context of access to medicines, are informed by arange
of national legal and policy instruments, from national constitutions to
national drug policies where they exist, to international legal and policy
instruments, including the Constitution of the World Health Organiza-
tion (WHO).

The public health principles that should guide the implementation
of intellectual property rules and policies include, but are not limited to,
the principle that intellectual property rules and policies should ensure:

e arapid and effective response to public health needs;

e sustainability of supply of quality medicines at affordable
prices;
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competition, through the facilitation of multiplicity of poten-
tial suppliers, both from developed and developing countries;
and,

the provision for a wide range of pharmaceuticals to meet an
array of health needs and, the need to ensure equality of op-
portunities for countries in need, irrespective of their level of
technological capacity, including countries with insufficient
or lack of manufacturing capacity, and irrespective of their
membership of the WTO.






[I. IMPLEMENTATION OF TRIPS FLEXIBILITIES FOR
PuBLIC HEALTH PURPOSESIN DEVELOPING COUNTRIES

The objectives of this part are two-fold. Thefirst is to analyze the extent
to which developing countries have implemented the so-called TRIPS
flexibilities within their national legislation. The second is to review the
actual use of these flexibilities for public health purposes. In this regard,
two key questions are asked:

e What national legislation isin place in developing countries?

e What needs to be put in place to enable countries to use
TRIPS-compliant flexibilities to facilitate access to medicines?

The main focus is on the implementation of the provisions of the TRIPS
Agreement as they relate to patent protection, set out in Section 5 of the
Agreement. An overview of the key public health-related TRIPS flexi-
bilities that could be incorporated into domestic patent laws is first pro-
vided. The prevailing laws in developing countries are then assessed
againgt this range of public health-related flexibilities to determine the
extent to which they have incorporated such flexibilities. The patent
legislation of 49 developing and least-developed countries were re-
viewed.® The findings of this review are set out in Annex I. Annex II
contains a statistical analysis of the review findings. Four case studies of
the use of the TRIPS flexibilities are aso presented and assessed to

® Data on national legislation was compiled from a review of national patent
laws, where these were available. Additional information was sourced from the
reports of the WTO TRIPS Council review of implementing legislation. Sup-
plementary sources of information included some unpublished data, including
that collected for the WHO Network for Monitoring the Impact of Globalization
and TRIPS on Access to medicines.
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bring out lessons learnt in the use of TRIPS flexibilities and recommen-
dations or proposals for improvements.

Whilst the TRIPS Agreement has introduced an important multi-
lateral framework for intellectual property rights, and obliges WTO
Members to adhere to the minimum standards of intellectual property
protection and enforcement, it does not prescribe a universal or harmo-
nized intellectual property regime.’

The TRIPS Agreement was the result of intense negotiations. The
idea of incorporating intellectual property protection within the WTO
was promoted by the group of (mainly developed) countries, which
sought to introduce a multilateral framework reflecting the then prevail-
ing standards of intellectual property rights protection in their countries.
Although the developing countries were not successful in resisting the
introduction of the TRIPS Agreement, they successfully negotiated into
the Agreement a degree of policy autonomy for governments in relation
to the implementation of the Agreement’s obligations. The TRIPS
Agreement thus reflects the somewhat uneasy compromise that was
eventually struck between these two main groups of countries during the
negotiating process. As such, the Agreement contains a degree of built-
in flexibility, which trade negotiators from developing countries have
been at pains to preserve, so as to allow countries sufficient room to ac-
commodate their own patent and intellectual property systems and de-
velopmental needs.®

The flexibility in the TRIPS Agreement can be categorized into
two types.

Thefirst istime-based, in the form of transition periods, which al-
low developing and least-developed countries extra time to implement
their TRIPS obligations. Three transition periods are provided for in the
Agreement: 1) the 1995-2000 period, at the end of which developing
countries were obliged to implement the TRIPS Agreement; 2) the

" Correa (2000), p.3.

® For a discussion of the negotiating process, see e.g.. Raghavan (1990);
Braithwaite and Drahos (2000);

and the UNCTAD-ICTSD (2005).



Implementation of TRIPS Flexibilities for Public Health Purposes ... 9

2000-2005 period, which provided an additional period of five years to
put in place product patent protection for pharmaceuticals or agro-
chemicals, for those countries without such protection at the entry into
force of the Agreement; and 3) the 1995-2006 period, after which |east-
developed countries would be required to implement their TRIPS obli-
gations.’

In addition to these time-based flexibilities, there are substantive
flexibilities in the TRIPS Agreement. This concept of flexibility was
much discussed at the height of the debate on TRIPS and access to
medicines. The HIV/AIDS pandemic afflicting many developing coun-
tries, particularly in sub-Saharan Africa, fuelled the debate, focusing
public attention on the manner in which intellectual property protection,
as promulgated by the TRIPS Agreement, has an impact on areas of
public policy-making, and in particular public health.

In the face of pressures from certain developed countries and
pharmaceutical companies which favoured narrow interpretations of the
TRIPS provisions and its flexibilities, developing countries in the WTO
sought greater recognition for their position that the TRIPS Agreement
did provide countries flexibility and discretion. These countries argued
that the provisions of the Agreement did not prevent them from adopting
measures to ensure access to medicines and to meet other public health
needs.’ Their efforts culminated in the adoption of the Doha Declara-
tion on the TRIPS Agreement and Public Hedlth at the Fourth WTO
Ministerial Conference in 2001. Subsequently, the WTO Genera Coun-
cil adopted the Decision on the Implementation of Paragraph 6 of the
Doha Declaration on the TRIPS Agreement and Public Health, to ad-
dress the problem of countries with insufficient or no manufacturing
capacity to effectively use compulsory licences.™

® This transition period has been extended to 2016 with respect to patents on
pharmaceutical products and exclusive marketing rights, by TRIPS Council’s
Decision of 27 June 2002 (WTO document IP/C/W/25) implementing Para-
graph 7 of the Doha Declaration.

19 See TRIPS Council submissions from developing countries and the EC to the
TRIPS Council Specia Session of 20 June 2001, IP/C/W/296 and |1P/C/\W/280.

" See WTO document WT/L/540
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Thus, there are now three pieces of texts that can be said to de-
lineate the WTO legal framework for the protection of intellectual prop-
erty rights in the context of countries’ right to take measures to protect
public health including to promote access to medicines. They are: 1) the
TRIPS Agreement; 2) the Doha Declaration and 3) the WTO Decision
on Paragraph 6.

Although these texts spell out the flexibilities available to coun-
tries to overcome intellectual property rights-related barriers to acquir-
ing affordable medicines, they are not self-executing in that, they do not
tranglate automatically into the national regimes. Hence, it will be nec-
essary for specific legal provisions to be enacted in domestic laws to
enable countries to make full use of them. This part of the study consid-
ers how countries have enacted the TRIPS flexibilities within their do-
mestic laws.

The Doha Declaration re-affirmed the inherent policy flexibility
available in the TRIPS Agreement, and clarified that the Agreement
does permit governments the ability to consider and implement a range
of options that take public health into account when formulating their
domestic intellectual property laws and polices. The Declaration re-
ferred to severa aspects of the Agreement, including the right to grant
compulsory licences and the freedom to determine the grounds upon
which licences are granted; the right to determine what constitutes a
national emergency and circumstances of extreme urgency and, the
freedog] to establish the regime of exhaustion of intellectual property
rights.

Recognizing that the listing of flexibilities was non-exhaustive,
the Declaration aso clarified how the Agreement should be interpreted
and implemented. In Paragraphs 4 and 5(a), the Doha Declaration gives
guidance for the overall interpretation and implementation of the TRIPS

21t may be argued that the Chairman’s Statement that accompanies the WTO
Decision on Paragraph 6 also has legal standing in terms of the interpretation of
the Decision. However, WTO Members have expressed differing views on this
point, particularly in the context of the current negotiations for the amendment
of the TRIPS Agreement.

3 Paragraph 5 of the Doha Declaration.
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provisions. WTO Members, by virtue of the Doha Declaration, have
therefore agreed to arule of interpretation, which will guide future WTO
panels and the Appellate Body.'* Paragraph 4 of the Declaration sets out
the fundamental principle, which is that not only can WTO Members
implement the TRIPS Agreement in a manner suplportive of their rights
to protect public health but, that they should do so.™

In the light of this rule of interpretation, this part of the study con-
siders the public-health-sensitive options for implementing the provi-
sions of the TRIPS Agreement relating to the following:

transition periods;

compulsory licensing;

public, non-commercial use of patents;
parallel importation;

exceptions to patent rights;
exemptions from patentability;

limits on data protection.

The study also considers the public-health-sensitive means of imple-
menting the system for import and export adopted by the WTO Decision
on Paragraph 6.

The study draws from the wide array of literature on this subject
and provides an overview of the flexibilities and the manner by which
they can be incorporated within domestic legislation, so that developing
countries may use them for the purpose of promoting access to medi-
cines.® Analysis of similar provisions in selected developed country
legidation also provided useful lessons and examples in optimizing the
policy space alowed under the TRIPS Agreement to respond to public
interest, in particular public health needs.

 Correa (2002), p.11-12.
 Ibid.

1® Notable references included: Baker (2004), IPR Commission (2002) Correa
(2000), World Bank (2004), UNDP (2001), Third World Network (2003),
Velasquez & Boulet (1999).
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I1.1 Transition Periods

As mentioned above, three transition periods are provided for in the
TRIPS Agreement.

The end of the 1995-2000 transition period™’ obliged developing
countries to implement the TRIPS Agreement and to put into place pat-
ent legidation that complied with the minimum standards of intellectual
property protection prescribed by the TRIPS Agreement. In terms of
patent protection, the critical requirements included the criteria for pat-
entability, the minimum 20-year protection term and, protection for both
products and processes in al fields of technology.’® By the 1 January
2000 deadline, the majority of developing countries already had patent
legislation meeting these requirements, although this meant a signifi-
cant change from their previous patent regimes which allowed for
shor'gtgar protection terms and differentiated treatment for products or sec-
tors.

The 2000-2005 transition period® could be used by those coun-
tries which had not provided patent protection for pharmaceuticals or
agro-chemical products at the entry into force of the Agreement. They
were allowed a further five years to put in place a product patent regime
for pharmaceuticals and agro-chemicals. However, the use of this transi-
tion period was subject to certain conditions. Devel oping countries were
required to accept patent applications as of 1995, to keep them in a pat-
ent queue “mailbox” and, to start processing the applications in 2005.%
During the mailbox period, developing countries are required to grant
exclusive marketing rights for those products for which patents have
been filed in the mailbox, where marketing approval of the products had
been obtained in the countr%/ and, the said product had previously been
patented in another country.?

17 Article 65.2 of the TRIPS Agreement.

18 Articles 27and 33 of the TRIPS Agreement.
¥ UNCTAD (1996).

“ Article 65.4 of the TRIPS Agreement.
ZArticle 70.8 and 70.9 of TRIPS Agreement.
Z Article 7.8(c) of the TRIPS Agreement.



Implemenmtation of TRIPS Flexibilities for Public Health Purposes ... 13

The 1995-2006 transition period alowed least-developed coun-
tries 10 years to implement their obligations under the TRIPS Agree-
ment, in view of their economic, financial and administrative constraints.
In addition, this period could still be extended by the TRIPS Council if
requested by an LDC Member of the WTO.?

[1.1.1 Implementation in Developing Countries

Most developing countries had aready put into place some form of pat-
ent legislation by the January 2000 deadline. This meant that these coun-
tries were obliged to accept patent applications for pharmaceutical prod-
ucts and processes as of the date their patent legislation came into force.

This left two groups of countries with further transition periods.
First, there were a number of developing countries that had notified the
WTO of their intention to use the 2000-2005 transition, during which
they would put in place a product patent regime for pharmaceuticals and
agro-chemicals. With the end of this transition period on 1 January 2005,
these countries are now obliged to put in place product patent protection
and to review the patent applications in their “mailboxes’. Although a
total of 13 countries had previously notified the WTO of their use of this
transition period, a number of them had put into place product patent
protection for pharmaceuticals and agro-chemicals before the end of the
2005 deadline. As of 2003, six Members were till using the transition
period - Cuba, Egypt, India, Pakistan, Qatar and the United Arab Emir-
ates. The case of Indiais a notable example of the use of this flexibility
and the effect of the use of this flexibility in Indiais discussed further in
Case Study |, below.

The second group of countries is the LDCs with their 2006 dead-
line. However, virtually al of the LDC WTO Members provided intel-
lectua property protection regimes well ahead of this deadline. A study
for the IPR Commission in 2001 showed that only two LDCs in Africa
had yet to provide for intellectual property protection, one of which is
not yet a WTO Member.?* In French-speaking Africa for example, 11

% Article 66.1 of the TRIPS Agreement.
# Thorpe (2001)
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LDCs by virtue of their membership of the African Intellectual Property
Organization (OAPI), the regional patent organization that serves as a
common patent authority for the membership, already provide patent
protection for pharmaceutical products ahead of their obligations under
the TRIPS Agreement.

In Asia, Myanmar - currently engaged in the WTO accession
process - is perhaps the only country that has yet to put in place a patent
protection regime. Bangladesh, another LDC, is understood to have
amended its colonial patent legisiation in 1988, but it is not clear if its
provisions are enforced.

The transition period for LDCs has been further extended until
2016 but this extension is limited to the obligations under certain provi-
sions in the TRIPS Agreement relating to patents and marketing rights,
and data protection for pharmaceutical products.?® While the TRIPS
Council Decision implementing Paragraph 7 of the Doha Declaration
extends the transition period for pharmaceutical patents until 2016,
LDCs are still obliged to implement the rest of their obligations under
the TRIPS Agreement as of 2006.” In order to be able to use this flexi-
bility, those LDCs that have aready provided patent protection will
have to make the necessary changes to their national laws, to provide for
this exemption for pharmaceuticals. However, there is some uncertainty
in terms of how countries may act to deal with pharmaceutical patents
already granted, as the TRIPS Council Decision does not seem to extin-
guish existing patent holders' rights under national law. While it has
been suggested that an LDC may proclaim its intention to suspend pat-
ent enforcement pursuant to the Decision, thereis arisk of aclaim from

% Based on the United Kingdom Patents and Design Act of 1911

% Paragraph 7 states that the LDC Members “will not be obliged, with respect
to pharmaceutical products, to implement or apply Sections 5 and 7 of Part I of
the TRIPS Agreement or to enforce rights provided for under these Sections
until 1 January 2016, without prejudice to the rights of |east-developed country
Members to seek other extensions of the transition periods as provided for in
Article 66.1 of the TRIPS Agreement”. See also the TRIPS Council Decision of
2002, supranote 11.

# Unless a further extension of time is granted under the terms of Article 66.1
of the TRIPS Agreement.
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a patent holder unless the national law on suspension or non-voluntary
use of patents has been properly followed.

Cambodia appears to be the only country that has incorporated the
2016 extension into its patent law to take advantage of this flexibility,
with this provision in Article 137 in its Law on the Patents, Utility
Model Certificates and Industrial Designs, 2003:

“The pharmaceutical products mentioned in Article 4 of this
Law shall be excluded from patent protection until January 01,
2016, according to the declaration of the Ministerial conference
in Doha on the TRIPS Agreement and public health dated No-
vember 14, 2001.”

Since Cambodia had not provided patent protection prior to this, the
problem of existing patents did not arise. On this point, Malawi presents
an interesting case. In effecting its anti-retroviral roll-out programme,
the Malawian government decided to use the 2016 extension for phar-
maceutical patents. Malawi’s roll-out programme is based exclusively
on the anti-retroviral fixed-dose combination, Triomune, which is pro-
duced by Indian generic manufacturer, Cipla. Since at least two of the
components of the fixed-dose combination were under patent protection
in Malawi, the Government issued a letter to the United Nations Chil-
dren’s Fund (UNICEF), which was acting as the procurement agent for
its roll-out programme, invoking Paragraph 7. However, the contents of
the letter to UNICEF indicate a number of problems. In invoking Para-
graph 7 without the necessary changes to the national law, the letter
does not address the problem that the pharmaceutical patents in question
have already been granted.”® However, it would also appear that the po-
litical and public relations considerations would discourage patent hold-
ers from taking action against the Government of Malawi. It is under-
stood that Triomune has already been supplied to Malawi.

% See Lettington & Banda (2004) for a more detailed discussion of the Malawi
case.
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Casestudy 1
India’s Use of the transition period®

The role of the Indian pharmaceutical industry as a producer of afford-
able generic medicines and, in particular, anti-retroviral medicines, re-
ceived wide recognition when the Indian company Cipla, offered its
generic version of the anti-retroviral triple therapy at US$350.00 per
patient per year.*® This offer has been credited with triggering signifi-
cant reductions in prices of anti-retrovira triple therapy, which had been
largely unaffordable for most of the HIV patients in the developing
world.

In 1999, the Indian pharmaceutical industry supplied 70% of
the bulk drugs (active pharmaceutical ingredients) and 80% of formula-
tions in the country. This would make India one of the few countries,
and possibly the only developing country in the world, that has come
this close to achieving so-called sdlf-sufficiency in medicines. The
availability of lower-cost human resources with specialist technical
knowledge, coupled with the large domestic market for pharmaceuticals,
provided India with the important pre-conditions for the economic vi-
ability of pharmaceutical production.

However, another crucia factor in the development of the tech-
nological capability of the Indian pharmaceutical industry has been the
existence of an enabling policy and legal environment. A study of the
Indian industry for the United Nations Conference on Trade and Devel-
opment (UNCTAD) posits the view that the development of the phar-
maceutical industry in Indiais the result of successful, active policy in-
terventions by the government.** The study identified three critical as-
pects of the policy initiatives undertaken by the Indian government in
the 1970s: the establishment of an incentive scheme for domestic pro-
ducers, the promotion of research and development and, an enabling
patent protection regime.

# |nformation for this case study was compiled from a number of sources, nota-
bly, Dhar & Rao (2002), Chaudhuri (2003) and (2004), Grace (2004) and
Keayla (2004).

¥ Reuters: “Indian Firm Offers AIDS Cocktail for $1 a Day”, 9 February 2001.
% Dhar & Rao (2002).
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The incentive scheme included a price control regime aimed
both at ensuring the availability of affordable medicines and providing
incentives for domestic producers. A local content policy encouraged
the production and use of active pharmaceutical ingredients, and con-
trols were placed on the imports of active ingredients and intermediates,
S0 as to foster an increase in downstream capacities. Secondly, research
and development was strongly promoted,® in particular through public-
funded research and development facilities. It encouraged the more
knowledge-based and research-intensive production of active pharma-
ceutical ingredients over that of formulation production. Foreign firms
were also required to make minimum capital investments in research
and development (R&D) facilities in India and, to re-invest part of their
turnover in local R&D facilities. Finally, the domestic patent law was
crafted with a view to encouraging innovations in the context of limited
technological capabilities and financia resources.

The prevailing intellectual property legislation in India post-
independence was the Patents and Design Act of 1911, which was only
modified after a long period of debate. The amendments were largely
based on the recommendations of two Patent Enquiry Committees
which examined the country’s patent system and concluded that the
country had not derived much benefit from the previous or the then ex-
isting systems, and made recommendations designed to make the patent
system an effective catalyst of industrial and economic growth.®

The resulting Patents Act 1970 (which cameinto effect in 1972)
is considered a landmark in the industrial development of India. It was
designed to preserve the continuing interest of the inventor in his crea-
tion, the socia interest in encouraging research, the consumers’ interest
in enjoying the fruits of inventions at reasonable cost and, the creation
of conditions for the acceleration and promotion of the economic devel-
opment of the country.> Three aspects in the Act affected the pharma-
ceutical industry: 1) the grant of process patents only; 2) a relatively

¥ Asset out in the New Drug Policy of 1978.
% Keayla (2004), p. 21.

¥ For a brief summary of the evolution of the Indian patent system, see for e.g.,
Keayla (2004), p. 19-23 and Chaudhuri (2003).
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short term of protection,® and 3) automatic “licences of right” that could
be issued three years after the granting of the patent to enable the expl oi-
tation of a process patent, on terms mutually agreed between the patent
holder and the licensee.

The absence of product patents in the field of pharmaceuticals,
food, insecticides and chemicals in India, facilitated reverse engineering
and the development of alternative processes for the manufacture of
products patented elsewhere. Although the “weak” patent regime may
not have encouraged foreign inventors to patent in India - with some
implications for foreign investment in the pharmaceutical sector - it al-
lowed Indian firms to find alternative processes for the manufacture and
production of pharmaceuticals.® Indian firms were also able to progres-
sively shorten the time lag between the introduction of a pharmaceutical
product in the global market by the inventor and, the marketing of the
same drug in the local market. Within arange of products studied, it was
found that Indian firms were able to introduce their generic versions to
the local market between one to six years from the introduction by the
innovator company to the world market.’

The adoption of a process patent regime, as opposed to product
patent regime, to encourage the technological advancement and the
growth of industries is supported by evidence of the policy and patent
regimes adopted by several developed countries when their industries
were at a nascent stage. For example, chemical substances and pharma
ceutical products remained unpatentable in developed countries, such as
Germany, Italy, Japan and Switzerland, until well into the 1970s and,
pharmaceutical products were not patentable in Canada and Spain until
the 1990s.% In taking advantage of the TRIPS transition period and es-

% The term of protection for a process patent was five years from the date of the
sealing of the patent or seven years from the date of application, whichever was
shorter.

% Dhar & Rao (2002), p.6-7.

% 1bid. at p.20.

% For a discussion of the role of intellectual property rights in economic devel-
opment and industrialization of developed countries, see e.g. Chang (2003),
p.273-298
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tablishing the complementary policy environment, India has similarly
encouraged the development of its domestic pharmaceuticals sector.

As the Indian economy liberalized in the 1990s, modifications
were introduced to the policy regime aimed at de-regulating the industry.
Two key elements in the revised policy environment affected the phar-
maceutical industry: first, the removal of restrictions on the use of im-
ported active pharmaceutical ingredients and on formulation production;
and secondly, narrowing of the scope of price control mechanisms.®
The other significant change in the policy regime was the end of the
transition period on 1 January 2005.

The Patent Act of 1970 had been amended by the Patents
(Amendment) Act 1999, and again by the Patents (Second Amendment)
Act 2002, in order to fulfil the TRIPS obligations, including the estab-
lishment of the mailbox facility and the 20-year patent protection term.
Patent amendments in India, after the TRIPS Agreement came into force,
can be characterized in three stag&s,40 asfollows;

1. Asrequired under Article 70.8, India provided the mailbox
facility, to allow the filing of pharmaceutical product patent
applications during the 10-year period from 1995-2005. Dur-
ing this period, a regime for the granting of exclusive market-
ing rights (EMRs) was also instituted. EMRs were to be
granted to those applications that fulfilled the criteria of hav-
ing been granted aforeign patent and, having successfully ob-
tained marketing approval in India. In India, it is reported that
only two products have been granted EMRs.**

2. 1 January 2000 marked the end of the transition period for
developing countries in terms of implementation of the
TRIPS obligations. In India, notable changes to the patent law
with an impact on pharmaceuticals included the establishment
of the 20-year patent protection term for all patents and, the

% Price controls would no longer apply to new drugs developed through indige-
nous R&D.

“ Chaudhuri (2004), p.4-5.
! Grace (2004).
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abolition of the licensing of right system. Provisions relating
to the granting of compulsory licences were also amended to
comply with the conditions for the granting of compulsory li-
cences as set out in Article 31 of the TRIPS Agreement — in-
cluding the restrictions on export under compulsory licence
and, the payment of adequate remuneration in the case of the
granting of a compulsory licence.

3. India is now required to provide for full patent protection,
both product and process, in all fields of technology including
pharmaceuticals as of 1 January 2005. The mailbox applica
tions will now have to be assessed. If an application meets the
TRIPS Agreement standards of patentability, as interpreted
and implemented under the national law, a patent would be
granted for the remainder of the patent term, calculated from
the application filing date in India.

The latest amendments to the Patents Act of 1970 are found in the Pat-
ents (Amendment) Act 2005, which received Presidential assent on 4
April 2005. The objective of the 2005 Act was intended to bring India
into compliance with the TRIPS Agreement after the end of the transi-
tion period in 2005 (for those countries without product patent protec-
tion) and thus, the majority of the amendments are deemed to have come
into force on 1 January 2005.%

Since the 2005 Act makes provisions to bring India into full im-
plementation of the TRIPS Agreement, one of the most significant as-
pects of the Act is the introduction of a product patent regime in India
and the provisions relating to the patentability criteria. While the TRIPS
Agreement lays down the criteria for patentability; i.e. novelty, inven-
tive step and industrial applicability, it still allows a degree of flexibility
for countries to determine how these criteria should be interpreted and
applied. The 2005 Act thus contains a number of provisions relating to
the patentability of pharmaceutical products.

“2 Except for provisions in Section 37(ii) (a) and (b), Sections 41, 42 47, 59 to
63 and 74 (largely relating to the revocation and amendment of specification)
shall comeinto force by notification in the Official Gazette.
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First, the Act defines a “pharmaceutical substance” that is pat-
entable as one that means “any new entity involving one or more inven-
tive steps’.*® There has been criticism that this definition is too broad,
with critics calling for a narrower definition to be used. In this context,
the Minister of Commerce and Industry has established a Technical Ex-
pert Group to study thisissue. A five-member committee, chaired by Dr.
R.A. Mashelkar, Director General of the Council of Scientific and In-
dustrial Research (CSIR), will consider whether it is TRIPS-compatible
to limit the granting of patents for pharmaceutical substance to “new
chemical entity” or to “new medical entity” involving one or more in-
ventive steps. The Committee is expected to report to the Ministry of
Commerce and Industry with recommendations on whether further
amendments to the Act are required.**

The 2005 Act also substitutes the existing definition of “inventive
step” for: “afeature of an invention that involves a technical advance as
compared to the existing knowledge or having economic significance or
both and that makes the invention not obvious to a person skilled in the
art”.* Whilst this definition specifies that “a technical advance or eco-
nomic significance” is required to meet the criterion of an inventive step,
the use of the word “or” dilutes the criterion for patentability, as it
would enable an inventive step to be determined on the basis of eco-
nomic significance alone.

Another provision® provides that the “mere discovery of a new
form of a known substance which does not result in the enhancement of
the known efficacy or the mere discovery of any new property or new
use of a known substance or mere use of a known process ... unless
such known process results in a new product or employs at least one
new reactant”, would not be considered to be a patentable invention.
The provision is further explained by a note stating that:

* Section 2(h) of the Patents (Amendment) Act 2005 inserting a new clause
Section 2(ta) in the Patents Act 1970

*“ Press Information Bureau, Government of India, 6 April 2005.

* Section 2(f) of the Patents (Amendment) Act 2005 substituting Section 2(ja)
in the Patents Act 1970.

“® Section 3 of the Patents (Amendment) Act 2005 substituting Section 3 in the
Patents Act 1970.
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“For the purposes of this clause, salts, esters, ethers, poly-
morphs, metabolites, pure form, particle size, isomers, mixtures
of isomers, complexes, combinations and other derivatives of
known substance shall be considered to be the same substance,
unless they differ significantly in properties with regard to effi-
cacy.”

This provision is intended to prevent “evergreening” of patents by not
allowing the “mere” discoveries of a new form or a new use of a known
substance or mere use of a known process, to be patentable. However, it
is not as yet clear how the provision will be interpreted. The use of the
word “mere” is ambiguous and may cause difficulties in the interpreta-
tion of the provision. In a critique of the amendments, it has been argued
that the phrase “unless they differ significantly in properties with regard
to efficacy” in the explanatory note, would have the effect of negating
the intention of the provision by diluting the inventive step requirement,
and thus potentially allowing for “evergreening”.*’

An obvious concern in the context of the introduction of the prod-
uct patent regime in India is the future of domestic generic production
and export. The 2005 Act contains provisions which relate to the grant-
ing of patents for mailbox applications and, the granting of compulsory
licences and exports under compulsory licences.

The Act provides that after a patent is granted in respect of an ap-
plication in the mailbox, no infringement proceedings may be instituted
against generic manufacturers who continue to manufacture the product
covered under the patent, so long as specified conditions are met. Thus,
the production of the generic versions of the now-patented medicine can
continue, provided that three conditions are satisfied: 1) that the generic
manufacturer had been producing and marketing the product prior to 1
January 2005; 2) that the manufacturer has made significant investment

“"«A critical view of the new Indian Patent (Amendment) Act 2005”, by the
Access to Medicine and Treatment Campaign (AMTC), Alternative Law Forum
and Lawyers Collective HIV/AIDS Unit, March 2005,
http://archives.heal thdev.net/af-aids/msg01715.html.
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for such production and marketing; and 3) that a reasonable royalty is
paid to the patent holder.

This provision, which has been varioudy referred to as a system
of “automatic compulsory licences’ or “prior user rights’ will in theory,
ensure the continued production of currently available generic medicines.
However, a number of issueswill still require clarification, including the
definitions of “significant investment” and “reasonable royalty”. There
is concern that the requirement of significant investment may be open to
differing interpretations. Similarly, in the case of reasonable royalty,
guidelines may be necessary to reduce uncertainty. In this regard, the
practice in other countries may be instructive in terms of setting com-
pensation or royalty rates for compulsory licences; for example, the
Japanese guidelines for royalty rates which range between 2-8%, and the
average 4% and 5% rates normally used in Canada and the United States.

The 2005 Act also modifies the compulsory licensing system in
India in several ways. The first modification relates to the requirement
that the applicant for a compulsory licence must have made efforts to
obtain a licence from the patent holder, which were unsuccessful within
a “reasonable period”, before applying for the compulsory licence. The
amendment Act now clarifies that the reasonable period “shall not ordi-
narily exceed six months’. The quantification of the term “reasonable
period”’ can be expected to help hasten the process of an application for
a compulsory licence and to prevent unnecessary delays.

Secondly, the Indian law now includes a provision allowing the
granting of a compulsory licence to manufacture and export patented
pharmaceutical products to any country with insufficient manufacturing
capacity. This provision seeks to implement the WTO Decision on
Paragraph 6 of the Doha Declaration, which is aimed at facilitating the
import and export of generic versions of patented medicines. The provi-
sion in the Indian law states that a compulsory licence “shall be avail-
able for manufacture and export”, provided that the importing country
has either granted a compulsory licence or has, by notification or other
means, allowed importation of such products. Although the language of
the text would suggest the mandatory grant of a compulsory licence
when the conditions are met, it has been pointed out that some questions
may yet arise as to whether the procedure for the granting of a compul-
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sory licence for domestic supply is the same as that for compulsory li-
cences for export.

Thirdly, the Act aso clarifies that where a compulsory licence is
granted to remedy anti-competitive practices, the licensee shall aso be
permitted to export the product. This provision implements Article 31(k)
of the TRIPS Agreement, which specifies that where a compulsory li-
cence is granted on anti-competitive grounds, the restriction on exports
under compulsory licences do not apply.

Whilst the amendment Act in India adopts a number of the flexi-
bilities allowed under the TRIPS Agreement, it still remains to be seen
how the various provisions will be implemented. The passage of the
amendment Act had been a contentious process. The Act replaces the
Patent Ordinance that was issued by the Indian Parliament in December
2004, which had attracted international debate over its impact on the
domestic generic industry and the availability of generic medicines in
the world market. The legal process also became headline-making news
in India as political parties adopted opposing positions with regard to the
proposed amendments. Although there are still divergent views as to the
impact of the amendments, the debate has ensured to a large extent that
public health concerns had been taken into account in the development
and formulation of the amendments. It is hoped that the interpretation
and implementation of the Indian law will similarly take public health
into account.

It is difficult to predict the exact impact of the changes to the pat-
ent regime on the generic industry in India. Estimates vary as to the
share of patented medicines in the overall sales of the Indian pharma-
ceutical industry. The Indian Drug Manufacturers' Association (IDMA)
puts the estimate at 21.47% of the total pharmaceutical market (in terms
of the value of medicines marketed in India during the period June
1990-July1991 with avalid United States patent), while another estimate
(Redwood, 1994) putsit at a lower level at 11% in 1993, on the basis of
the 500 top selling brands for which patents were still effective in
Europe.®

“® See e.g. Grace (2004) on the possible impacts of changes to the intellectual
property regimein India.
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A product patent regime may also have an impact on research and
development, although views differ as to the consequences. The promo-
tion of a research base has been a central focus of government policies
but, it is said that the Indian industry has yet to reach the objective. In
the typology of the world’'s pharmaceutical industry as set out in Bal-
ance, Pogany and Forstner (1992), only developed countries were
deemed to be “countries with a sophisticated pharmaceutical industry
and a significant research base”.

The second group of countries in which India is included were
deemed to be “ countries with innovative capabilities’; that is to say, that
while they are not active in the discovery of new molecular entities they
have the technological capacity to either develop innovative processes
or improved formulations of existing drugs. The UNCTAD study details
the discoveries of 13 new molecular entities in India during the period
1956-1987, whilst in the late 1990s, a number of new molecules were
discovered by private sector firms.** An area of success however, has
been that of innovations in new drug delivery systems, which involve
modifying an existing molecule to develop more user-friendly dosage
forms of medicines. A notable case of such delivery systems developed
in Indiaincludes the new drug delivery system for ciprofloxacin.™

However, it seems clear that the introduction of the product patent
regime in Indiawill have an impact on the future supply of generic ver-
sions of patented medicines. While the granting of patents on mailbox
applications will not in theory, affect the production of the generic ver-
sions aready on the market, the concern now relates to the production
and availability of the generic versions of new medicines. Following full
implementation of the TRIPS Agreement in India, it will no longer be
possible to manufacture generic versions of patented medicines (for
which applications were filed after 1 January 2005) unless the produc-
tion was under licence (either compulsory or voluntary).

This scenario raises obvious concerns that the production of ge-
neric versions of patented medicines in India will be hampered, with a

“* Dhar & Rao (2002), p.20.

* See e.g. Grace (2004) on the development of the new drug delivery systems
by Ranbaxy and Dr Reddys.
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consequentia effect on the availability and affordability of these medi-
cines worldwide. Production of raw materials or active pharmaceutical
ingredients may also be affected as new molecules will come under pat-
ent. In this context, the use of TRIPS flexibilities such as compulsory
licences and government use authorization, will become even more im-
portant in the post-2005 environment.

I1.1.2 Recommendations

The case study of India suggests that the absence of product patents - by
virtue of the 2000-2005 transition periods - coupled with a conducive
policy environment dating back to 1970, encouraged and promoted the
development and growth of the domestic pharmaceutical sector. The
expiry of the 2005 deadline therefore, has implications for the future
supply and availability of generic versions of patented medicines and,
the consequential impact on prices and affordability. Although the im-
pact is not expected immediately, it can be foreseen that generic ver-
sions of new medicines may no longer be produced in India, if they
come under product patent protection. This not only affects the generic
industry in India, but also other countries depending on generic medi-
cines from India. In this scenario, the availability and use of TRIPS
flexibilities in producing countries like India, as well as Thailand and
Brazil will become even more important.

While developing countries are now obliged to implement fully
the TRIPS Agreement, LDCs may still avail themselves of extratime to
implement the TRIPS Agreement. There is a possibility to further ex-
tend the 2006 deadline for general TRIPS implementation. In this case, a
LDC may make a “duly-motivated” request to the TRIPS Council for
such an extension, as has recently been made by Maldives.*

From a public health perspective the extension granted to LDCs
by the TRIPS Council pursuant to Paragraph 7 of the Doha Declaration
is significant. This is a clear recognition of the implications of patent
protection on public health, and LDCs should take the necessary meas-
ures to use the 2016 transition period in relation to pharmaceutical pat-

5 See WTO document | P/C/W/425.
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ents. Notwithstanding the uncertainty with respect to patents already
granted, it is not questioned that LDCs can prospectively suspend the
operation of their patent and market exclusivity schemes with respect to
medicines until 2016 (further extensions are possible by virtue of Article
66.1). It should also be noted that the 2016 extension also covers the
rules relating to the protection of data submitted for the purpose of ob-
taining marketing approval. Whilst the absence of pharmaceutical pat-
ents per se may, or may not encourage the development and growth of
the local pharmaceutical industry, at the minimum, its absence will en-
sure that patent rights will not be obstacles to the importation of generic
medicines.

I1.2 Compulsory Licensing

A compulsory licence, aso referred to as a non-voluntary licence, is a
licence granted by an administrative or judicial body to a third party to
exploit a patented invention, without the consent of the patent holder.
The TRIPS Agreement allows for such licences. The granting of patent
rights enables the patent holder to prevent a third party from exploiting
his invention. However, when reasons of public interest justify it, na-
tional authorities may allow for the exploitation of the patent by a third
party without the patent holder’s consent or authorization. In such cases,
the public interest of ensuring broader access to the patented invention is
deemed to be more important than the interest of the patent holder in
retaining his exclusive rights. Compulsory licences can therefore play a
crucial role in ensuring that patent laws are able to meet public health
needs, and that patent rights do not unnecessarily hinder or prevent ac-
cess to affordable medicines.® Compulsory licences may be granted to
enabl e the production of generic versions of patented medicines or, their
importation from foreign producers.

Under the TRIPS Agreement, WTO Members are only limited
with regard to the procedure and conditions to be followed in the grant-

°2 For a more detailed discussion on compulsory licences and public health, see
e.g., Velasquez & Boulet (1997) and Correa (2000).
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ing of compulsory licences. Article 31 sets out the conditions to be met
in the granting of such licences. Although the Agreement refers to some
of the possible grounds for compulsory licences; such asin the case of a
national emergency or situation of extreme urgency; as a measure to
remedy anti-competitive practices; to enable the use of a dependent pat-
ent; and public, non-commercial use of patents> it does not limit the
use of other grounds. Since the permissible grounds are not explicitly
defined in the Agreement, it leaves developing countries wide discretion
when determining public health sensitive compulsory licensing policies
and law.

This flexibility to determine the grounds was re-affirmed in Para-
graph 5(b) of the Doha Declaration on the TRIPS Agreement and Public
Health, which states that “each Member has the right to grant compul-
sory licences and the freedom to determine the grounds upon which
such licences are granted”.

The following is a list of seven possible grounds for the granting
of compulsory licences, based on an analysis of current state practice
around the world:

1. Refusal tolicence

Where the patent holder has refused, over a reasonable period of
time, to enter into a voluntary licensing agreement on the reasonable
commercial terms offered by the applicant, the refusal to deal or to
license may be a ground for an application for a compulsory licence.
The German Patent Law™ for example, provides for such a ground,
as does the Patent Law of the People’s Republic of China.>

% Article 31 refers to “ public, non-commercia use’, in the context of use of a
patent without authorization of the patent holder. Thus, public, non-commercial
use may be incorporated as a specific ground for the granting of a compulsory
licence. However, public and non-commercial use of a patent can also be in the
form of the government’ s right to use patents; that is to say, without the need for
acompulsory licence. As discussed below, government-use provisions allow for
the use of patents to be ‘fast-tracked’, as government rights in terms of public
and non-commercia use of patents are often procedurally much simpler.

** Section 24-(1), Patent Law (text of 16 December, 1980, amended by the Laws
of 16 July and 6 August 1996).

% Section 51, Patent Law of PRC, 1992.
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2. Publicinterest

A general public interest ground for the granting of a compulsory li-
cence is a standard feature in amost all patent laws. Most patent
laws do not define “public interest” or provide a non-exhaustive or
illustrative list of what may constitute public interest grounds for the
granting of a compulsory licence. While this leaves the competent
authority the discretion to determine the ambit of public interest, it
may also be expedient to specify a public health ground (see (c) be-
low).

3. Public health and nutrition

A compulsory licence may be granted on the grounds that the inter-
ests of public health and nutrition, including that of the need to en-
sure availability and affordability of medicines, require it. The
French law provides an example of ex-officio licences that may be
granted by the responsible Minister “in the event of medicines being
made available in insufficient quantity or quality or at abnormally
high prices’.>®

4. National emergency or situation of extreme urgency

Most countries provide for the use of patented inventions without
the consent of the patent holder in emergency situations, such as
war, famine, natural catastrophe, and so on. In the case of compul-
sory licences for emergencies, the requirement for prior negotiations
for avoluntary licence is also waived and it should also be reflected
in the domestic law.

5. Anti-competitive practices

The need to correct anti-competitive practices is a ground for theis-
sue of a compulsory licence, which is specifically referred to in the
TRIPS Agreement. Where a compulsory licence is granted on this
basis, the TRIPS Agreement allows for the waiver of certain condi-
tions, including the requirement for prior negotiations for a volun-
tary licence®” and the restriction on exports under the compulsory li-

% Article L.613-16, Law No. 92-597 of 1 July 1992 on the Intellectual Property
Code (Legidative Part) (last amended by Law N0.97-1106 of 18 December
1996).

*" Article 31(b) states that the prior negotiation requirement is waived where a
compulsory licence is granted in the case of an emergency, where it is a public
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cence.® These waivers should be specifically provided for in the
domestic law.

6. Dependent patents

A compulsory licence may be granted on the basis of certain condi-
tions, where a new invention requires the use of a pre-existing pat-
ented invention for working. This ground is specifically referred to
in the TRIPS Agreement.>

7. Failureto exploit or insufficiency of working

If a patent has been granted but the invention is not being exploited
in the territory of the country or, is insufficiently exploited, this may
constitute a ground for the granting of a compulsory licence. The
working of a patent was originally understood to be the execution or
exploitation of the patent in the country of registration. Under the
Paris Convention, failure to work a patent is clearly a permissible
ground for the granting of a compulsory licence.®® However, Arti-
cle 27.1 of the TRIPS Agreement has been interpreted by some asto
exclude the possibility of requiring the local working of a patented
invention.®* The Brazilian patent law which establishes an obliga-
tion for local working of a patented invention, was chalenged by

non-commercial use of the patent or, when it is granted to remedy anti-
competitive practices.

% Article 31(k) refers to the exemption from the requirement of predominant
use of the licence for the domestic market.

* Article 31()).

% Article 5A(2) of the Paris Convention provides that: “Union Members shall
have the right to take legislative measures providing for the grant of compulsory
licences to prevent abuses which might result from the exercise of the exclusive
rights conferred by the patent, for example, failure to work”.

® The negotiating history of the TRIPS Agreement indicates widely divergent
views amongst the Members on the issue of local working. While several dele-
gations during the negotiations pressed for a clear prohibition against local-
working requirements, the TRIPS Agreement does not include such a prohibi-
tion. Indeed, nothing in Article 31 suggests that there is a prohibition. Hence, it
should be justified for countries to legislate that in sectors of vital importance, if
the patent holder does not locally manufacture the product or, is still importing
after three years, a compulsory licence could be granted with a view to improv-
ing supply to the domestic market or, price conditions.
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the United States, as being in violation of the TRIPS Agreement.®
The United States eventually withdrew its complaint so the dispute
was not pursued to its conclusion. It was eventually agreed between
the two countries that Brazil would first consult the United States if
it intended to make use of the local working provision. Commenta-
tors have suggested that the local working provision is a valid
ground.® The Doha Declaration’s affirmation of WTO Members'
freedom to determine grounds for the granting of compulsory li-
cences, coupled with the rule of interpretation put forth in Para
graphs 4 and 5(a) of the Declaration, would strengthen this argu-
ment.

[1.2.1 Implementation in Developing Countries

Virtualy al the patent laws of countries reviewed have provided for
some form of compulsory licensing in their patent laws. In the Asian
region however, the Sri Lankan patent law did not appear to provide for
compulsory licensing. In Brunei, where the patent law has recently been
introduced but is not yet in force® it also does not appear to have pro-
vided for a compulsory licensing regime. Other country legislation re-
viewed incorporated compulsory licensing systems but, the grounds on
which such licences could be granted varied between countries. How-
ever, anumber of regional similarities can be discerned.

A general public interest ground featured in most patent legisla-
tion of the Asian and Latin American and Caribbean countries. The An-

% The argument against local working is that a compulsory licence for this pur-
pose would contravene the provisions of Article 27.1 of the TRIPS Agreement,
which states that patent rights shall be “enjoyable without discrimination ...
whether the products are imported or locally produced”. This was the basis of
the United States complaint in 2000 against Brazil over the local working provi-
sion in Brazil’ s patent law.

% See e.g. Correa (1999) and UNCTAD-ICTSD (2005) for further analysis of
the local working ground and the relationship between Article 27.1 and 31 of
the TRIPS Agreement.

% The Emergency (Patents) Order 1999.
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dean Community Decision 486 also provides for public interest as a
ground for the granting of a compulsory licence. In most cases, the pub-
lic interest ground is broadly defined, leaving governments with the dis-
cretion to determine public interest in the particular circumstances.
However, the term “public interest” does not appear to be a common
feature in the laws of the African countries nor, is it in the Bangui
Agreement of OAPI. In Africa, the commonly found ground adopted
language incorporating “failure to exploit” a patent or, the “failure to
supply or meet demand on reasonable terms’. The Bangui Agreement
1977, which binds the 16 OAPI member-states, specifically provides for
the granting of compulsory licences on this ground, as do the the patent
legislation of Botswana, Egypt, Kenya, Nigeria and South Africa.

In those cases where a public interest ground is broadly framed, it
may be sufficient to encompass the public health needs in terms of en-
suring access to medicines. Where the public interest ground is not
available, it would be advisable for countries to review their laws to en-
sure that the compulsory licensing provisions are not unnecessarily re-
strictive.

Many of the patent laws reviewed aso provided for compulsory
licences to remedy anti-competitive practices and to enable the use of
dependent patents. Most countries reviewed have provided for a small
number of grounds justifying the granting of compulsory licences. This
is not unsurprising, and in some cases, patent laws have merely re-
iterated the grounds specifically referred to in the TRIPS Agreement (in
particular, compulsory licences to remedy anti-competitive practices and
for dependent patents).

I1.2.2 Recommendations

Analysis of the compulsory licensing provisions in developed countries
provided useful lessons, as these countries have a rich experience in the
use of compulsory licences. In order to fully use the flexibilities al-
lowed, developing countries should incorporate within their patent laws
provisions for compulsory licensing and specify as many of the possible
grounds in order to avoid ambiguity or uncertainty.
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In the recent post-Doha years, there have been a number of cases
of compulsory licences being granted by developing countries on
grounds related to public health and access to medicines. Zimbabwe was
probably the first country to use its government use provisions (a form
of compulsory licensing) in 2002 for the procurement of anti-retroviral
medicines after the adoption of the Doha Declaration (see Case Study 2
below). In 2004, Zambia and Mozambique relied on emergency provi-
sions in their domestic patent laws as a ground for the granting of com-
pulsory licences to enable local production of antiretroviral medicines.
In al of these cases, existing domestic patent laws aready incorporated
compulsory licensing provisions.

Existing legal provisions may sometimes be adequate to meet
public health needs even if they may not have been developed with a
public health perspective. In many cases, the most significant barrier to
the use of compulsory licensing is the absence of simple, straightfor-
ward legidative and administrative procedures to put the system into
effect.® This is often as crucial as having suitable legal provisions en-
acted.

For a start, it will be useful to establish clear decision-making
processes, including the determination or designation of the authorities
or bodies charged with the responsibility for the various stages of deci-
sion-making. In most countries, there will be a situation of overlapping
roles and responsibilities in the case of ensuring access to medicines.
This was the case in Zimbabwe, and aso in Maaysia, (Case Studies 2
and 3, below). Multi-agency involvement will also facilitate informed-
decision making. At a minimum, decisions would have to be taken by
the following government agencies. the Ministry of Health, in terms of
medicines procurement (including the medicines required and the poten-
tial sources or suppliers); and the Patent office, in terms of the patent
status of the required medicines. It would therefore be helpful to clarify
and assign the roles and responsibilities of such agencies. Where thisis
unclear, delay or inaction may result.

Both the United Nations Development Programme (UNDP) Hu-
man Development Report and the IPR Commission report have recom-

% PR Commission (2002), p. 44.
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mended the establishment of quasi-judicial and independent administra-
tive systems for the implementation of compulsory licensing and gov-
ernment use authorizations to address urgent public health needs and
concerns.® It can be envisaged that a multi-agency committee may be
set up at the national level, to enable relevant agencies to discuss and
take joint decisions. This approach would aso avoid emphasis on litiga-
tion, which is an obvious benefit given that the legal systems in most
developing countries are aready overburdened. The TRIPS Agreement
does not prohibit administrative decision-making on compulsory li-
cences and government use of patents.®’

Key features for such a system, as recommended by the IPR
Commission would include straightforward, transparent and fast proce-
dures; clear, easy-to-apply and transparent guidelines for setting royalty
rates; and a procedure for appeal s that does not suspend the execution of
the compulsory licence or government-use provision. It is recommended
that developing countries develop and publish regulatory procedures by
which compulsory licences and government use will be authorized. A
process governed by published regulations or administrative orders
which spell out the opportunities to provide evidence and be heard, as
well as the existence of an appeals process to a body independent from
the one that makes the initial decision, would satisfy the regquirements of
fairness and transparency.

The setting of adequate remuneration or compensation (as re-
quired by Article 31(h) of TRIPS) should also be predictable and easy to
administer. For these reasons, the UNDP® suggests the adoption of roy-
alty guidelines, to reduce uncertainty and to facilitate speedier decision-
making. In addition, the process should place the onus on patent holders
to disclose the essential economic data to justify claims of inadequate
royalty rate if they appeal against compensation decisions. This would

% See UNDP (2001) and IPR Commission (2002).

® Article 31 of TRIPS does not define the nature of the authority that may grant
a compulsory licence or determine the level of compensation. Thus, an adminis-
trative system for the processing and granting of compulsory licences would be
TRIPS-consistent.

% UNDP (2001), p.107-108.
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help to promote transparency as well as to discourage intimidating and
unjustified claims from patent holders.

[1.3 Public, Non-commercial Use of Patents (Gover nment Use)

The right of the state or government to use patents without the consent
of the patent holder is a standard feature of patent laws in many coun-
tries. Such use of patents by the government is viewed in common-law
countries as an eminent domain taking of a licence under the patent and
thus, not an infringement of the patent.

Although the TRIPS Agreement does not refer specificaly to
government use of patents, it recognizes such use in its references to the
concept of public, non-commercia use and, of patents “used by or for
the government”.®® Analysis of the negotiating history of the TRIPS
Agreement revedls that both compulsory licences and government use
provisions were envisaged. Hence, Article 31 of the TRIPS Agreement
is intended to cover non-voluntary use of patents in the form of both
compulsory licences and government use provisions.”® Many patent re-
gimes provide for government use of patents without the need to grant a
compulsory licence. In such cases, a determination by a government
agency or Minister is generally required to attest that the government
use is justified and is within the terms of the national law. These gov-
ernment rights are usually framed in broad terms and are often subject to
less procedural requirements than are compulsory licences.

The distinction between government-use provision and compul-
sory licence would lie primarily in the nature or purpose of the use of
the patent. In the case of government use, it would be limited to “public,
non-commercial purposes’, whereas compulsory licences would also
cover private and commercial use. However, the precise meaning of
“public, non-commercia use” is not defined in the TRIPS Agreement,
which would leave developing countries the policy space to interpret the

% Article 31(b) of the TRIPS Agreement.
" See e.g. Reichman & Hazendahl (2002) and Love (2001).
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term. It seems indisputable that use by a government authority of a pat-
ented invention, for example the purchase of anti-retroviral medicines
for distribution through public hospitals without commercial profit,
would come within the scope of the term.

In addition, there may be further flexibility inherent in the term
given that there is nothing in the TRIPS Agreement to prevent different
ways of defining the term. In this case, the word “public” could be in-
terpreted as referring to the purpose of the use, so that even a private
entity charged with exploiting a patented invention for the benefit of the
public would also come within the scope of “public, non-commercial
use”.” Referring to both government use and compulsory licensing, the
World Bank in its technical guide on procurement of ARV's, describes
them as “principal means enabling procurement authorities to overcome
patent barriers to obtaining lower priced generic medicines and related

supplies’.”

Whilst conditions set out in the TRIPS Agreement” are applica-
ble to government use of patents as they are to compulsory licences,
there are important differences that make public and non-commercial
use of patents procedurally simpler. A notable difference is the waiver
of the requirement for the government or its authorized party to first
seek a voluntary licence.” This waiver provides a considerable degree
of flexibility and allows for speedier action. In other words, it alows for
the use of patentsto be ‘fast-tracked’, which is of importance when life-
saving medicines are required. There is only an obligation to inform the
patent holder of the proposed use of the patent, or promptly after such
use.

The United States system for example, provides a useful illustra-
tion of how public use of patents may be broadly framed. Under section
28 USC 1498 the United States Government may use patents, or author-
ize a third party to use patents, for virtualy any public use. Under this

™ See e.g. World Bank (2004) and UNCTAD-ICTSD (2005) for further discus-
sion and analysis of the concept of “public, non-commercia use”.

2 World Bank (2004), p.90.
" n Article 31 of the TRIPS Agreement, generally.
™ Article 31(b) of the TRIPS Agreement.
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statute, the government does not have to seek a licence or negotiate for
the use of a patent or copyright.” The patent holder is entitled to com-
pensation but, may not have resort to injunctive relief to prevent the use
of the patent by the government. The government may only be held li-
able to the patent owner for payment of the “reasonable and entire com-
pensation” for its non-authorized use of the patent.

A similar approach applies in the United Kingdom with regard to
the “Crown use” of a patent, whereby use of a patent “in the services of
the Crown™ without the prior consent of the patent holder is not consid-
ered an infringement of the patent.”

[1.3.1 Implementation in Developing Countries

A significant number of the patent laws reviewed for this study incorpo-
rated explicit provisions for government or public use patents. The pro-
visions were generally broadly based on public interest grounds. For
example, in much of the patent legislation in Asian countries, public
interest has been defined to include “in particular national security, nu-
trition, health and the development of other vital sectors of the econ-
omy”, a formulation which reflects the language found in Article 8 of
the TRIPS Agreement.

Provisions relating to government rights to use patents in the na-
tional laws of Commonwealth countries were generally modelled after
the British 1883 Act, which provided for broad powers to the govern-
ment to “make, use, exercise and vend the patented invention for an

purpose for which appears to the government necessary or expedient”.’

Where domestic laws provide for government use or public, non-
commercial use of patents, the provisions are generally sufficiently
broad to provide governments with the flexibility to take necessary

™ See Love (2001) and Reichman & Hasenzahl (2002) for discussion on the
United States Government use provision, 28 USC 1498 (1997).

"® United Kingdom Patents Act 1977.

" See e.g. Section 65, Singapore Patents Act 1994 (No. 21of 1994, as amended
by the Patents (Amendment) Act 1995).
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measures to meet public health needs. However, there may be a need to
establish procedures to give rapid effect to such provisions. As men-
tioned above, the requirement for prior efforts to have been made to ob-
tain a voluntary licence from the patent holder is waived in the case of
public, non-commercial use of patents. This should be properly reflected
in the provisions, in order to maximize the flexibility afforded by the
TRIPS Agreement.

Case Study 2
Zimbabwe's Declaration of a period of emergency™®

In 2002, the Minister of Justice, Legal and Parliamentary Affairs issued
a notice declaring a period of emergency on HIV/AIDS for the purpose
of enabling:

“The State or a person authorised in writing by the Minister to
make or use any patented drug, including any anti-retrovira
drugs, used in the treatment of persons suffering from
HIV/AIDS or HIV/AIDS related conditions; and/or to import
any generic drug used in the treatment of persons suffering
from HIV/AIDS or HIV/AIDS related conditions.” "

The declaration was made pursuant to Section 34, read with Section 35
of the Patents Act.®’ Section 34 empowers the Minister to authorize the

" Information on the Zimbabwe case study was largely drawn from a report
published by the Common Market for Eastern and Southern Africa (COMESA)
Secretariat by Felix Maonera and Tadeous Chifamba in 2003. This was supple-
mented by information available from the Internet and press reports, including
personal communications with Felix Maonera, Director of Multilateral Affairs,
Ministry of Foreign Affairs, Zimbabwe and Chris Chitemere, Varichem Phar-
maceuticals (Pvt) Ltd.

" Declaration of Period of Emergency (HIV/AIDS) Notice 2002, General No-
tice 240 of 2002.

% Section 34 (1) of the Patent Act provides as follows:
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use of patented inventions by any government department or third party,
for the service of the state, whilst Section 35 clarifies that an authoriza-
tion by the Minister under Section 34 during a period of emergency
“shall include power to make, use, exercise and vend the invention for
any purpose which appears to the Minister necessary or expedient”. Sec-
tion 34(2) further provides that the uses of inventions are to be on terms
and conditions which the Minister and the patent holder may agree
upon.

The declaration makes a distinction between production and use
of medicines, and their importation,in that it enables production and use
of any patented drug, but refers only to the importation of generic drugs.
No provision was made for the importation of patented drugs. Two rea-
sons were given to explain this.® First, it was a deliberate policy of the

“Notwithstanding anything in this Act, any department of the State or
any person authorized in writing by the Minister may make, use or ex-
ercise any invention disclosed in any specification lodged at the Patent
Officefor the service of the State in accordance with this section”,

and Section 35 (1) provides that:

“During any period of emergency the powers exercisable in relation to
an invention by a department of the State or a person authorized by the
Minister under section thirty-four shall include power to make, use,
exercise and vend the invention for any purpose which appears to the
Minister necessary or expedient- (a) for the efficient prosecution of
any war in which Zimbabwe may be engaged; or (b) for the mainte-
nance of supplies and services essential to the life of the community;
or (c) for securing a sufficiency of supplies and services essentia to
the well-being of the community; or (d) for promoting the productivity
of industry, commerce or agriculture; or (e) for fostering and directing
exports and reducing imports or imports of any classes, from al or any
countries and for redressing the balance of trade; or (f) generally, for
ensuring that the whole resources of the community are available for
use, and are used, in a manner best calculated to serve the interests of
the community; or (g) for assisting the relief of suffering and the resto-
ration and distribution of essential supplies and services in any part of
Zimbabwe or any foreign country that is in grave distress as the result
of war; and any reference in that section or in section thirty-six to the
service of the State shall be construed as including a reference to the
purposes referred to in paragraphs (a) to (g).”
8 Maonera and Chifamba (2003), p.94.
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Ministry of Health to promote the importation of generics, which are
considered invariably cheaper than the patented equivalents. Secondly, it
assumed that the importation of the patented versions of medicines
could take place via paralel import. However, the Zimbabwean patent
law does not specifically provide for parallel importation.

The declaration announced an initial period of emergency of six
months. The short time frame was apparently due to the concerns of the
Ministry of Health and the Medicines Control Authority of Zimbabwe
(MCAZ) that the declaration would be challenged by the pharmaceutical
companies.® When the challenge did not materialize, the declaration
was extended to a further period of five years from January 2003 to De-
cember 2008.%°

In April 2003, Varichem Pharmaceuticals [Pvt] Ltd, a Zimbab-
wean registered company, was granted authority to “make, use or exer-
cise any invention disclosed in any specification lodged at the Patent
Office for the purpose of achieving the objectives of Statutory Instru-
ment 32 of 2003". Under the terms of this authorization, Varichem
“shall produce anti-retroviral or HIV/AIDS-related drugs and supply
three-quarters of its produced drugs to State-owned hedth institu-
tions’.™ According to a Varichem representative, the company produced
itsfirst ARV in October 2003, and currently has seven generic versions
of ARV's medicines on the market.®

®ibid., at p.93-94.
% |n Statutory Instrument 32 of 2003.

8 |etter of authorization signed by the Minister of Justice, Legal and Parlia-
mentary Affairs, Patrick Anthony Chinamasa, dated 8 April 2003.

® Information from Chris Chitemere of Varichem Pvt Ltd., presented during the
African Regional Workshop on the WTO TRIPS Agreement and Access to
Medicines, Addis Ababa (1-4 March 2005). The Varichem ARV portfalio is as
follows: (a) Varivar tablets 60s at US$13.95 (this is the generic version of
Combivir - the trade name of the double fixed dose combination of zidovudine
and lamivudine, produced by GlaxoSmithKline, which holds the relevant patent
on Combivir in Zimbabwe); (b) nevirapine 200mg tablets 60s at US$7.15; (c)
Stanalev-40 (fixed dose combination of stavudine 40mg, lamivudine 150mg and
nevirapine 200mg) tablets 60s at US$14.45 (d) Stanaev-30 (as Stanalev-40
except for stavudine 30mg) tablet 60s at US$14.25; (e) stavudine 30mg cap-
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The average monthly cost of anti-retroviral treatment is estimated
at between US$30 and US$50 a month, putting it beyond the reach of
the majority of Zimbabwean patients. Varichem has reportedly agreed to
supply the government with its generic version of Combivir at US$15
per month and, to meet 75% of the government’s needs for the drug.
According to Varichem, Stanalev-30 and Stanalev-40 are currently be-
ing supplied to the Ministry of Health and the Defence Forces, as well as
to the private sector. A concern has been the availability of foreign cur-
rency to enable the import of active ingredients, and to keep the ex-
change rates from increasing the final price of the product.

It is understood that two other companies have been authorized to
procure ARVs under the declaration. Datlabs, a pharmaceutical manu-
facturer, has been authorized to import ARV's from Ranbaxy in India
Omahn, an agent for the Indian manufacturer Cipla, has also been au-
thorized to import Cipla products.®® However, no further information
has been available regarding the products to be imported or, the terms
and conditions agreed upon by the Minister and the patent holder(s) for
the use of the patents under the declaration, including that of the remu-
neration to be paid to the patent holder(s).

Although the impact of the declaration in terms of local produc-
tion and import of anti-retroviral medicines cannot yet be properly as-
sessed, it is noted that the prices of patented anti-retroviral medicines
have not increased or, in some cases have dropped significantly.®’

sules 60s at US$2.40; (f) stavudine 40mg capsules 60s at US$3.25; and ()
lamivudine 100mg tablets 60s at US$5.25.

% According to the information presented by Mrs Ropafadzai Hove, Principal
Regulatory Officer, Legal Affairs and Narcotics, Medicines Control Authority
of Zimbabwe, at the African Regional Workshop on the WTO TRIPS Agree-
ment and Access to Medicines, Addis Ababa, 1-4 March 2005.

1t is reported in Maonera & Chifamba (2003) that the price of the anti-
retroviral Zerit (stavudine) dropped from Zimbabwe dollars 22,000 per patient
per month [US$400 at the then officia exchange rate] in 2001 to Zimbabwe
dollars 1,800 per month, [US$30 ] by 2002. However, the price has been in-
creasing due largely to the exchange rates and is currently Zimbabwe dollars 14,
000 amonth.
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Case study 3
Malaysia - Rights of government to exploit a patented invention®

In 2003 the Malaysian government authorized a local company® to im-
port three anti-retroviral medicines.® In a letter to the company, the
Minister of Domestic Trade and Consumer Affairs authorized the com-
pany to import generic versions of the medicines from India, for the sole
purpose of supplying public hospitals. In the letter, the Minister cited
Section 84 of the Malaysian Patents Act, which allows the Minister to
authorize a government agency or a third person to exploit a patented
invention in the case of, inter alia, a national emergency or, where the
public interest so requires, asthe basisfor his authorization.

The letter further stipulated that importation of the medicines
would be subject to the following terms and conditions:

® Information for this case study was compiled from personal communication
with Dato’ Mohd Zin Che Awang, Director of Pharmaceutical Services Divi-
sion, Ministry of Health, Malaysia, and supplemented by information presented
by Mr Farid Wong Abdullah, Pharmaceutical Services Division, Ministry of
Health, Malaysia at the 2™ Asian Regional Workshop on TRIPS and Public
Health, Kuala Lumpur (November 2004).

¥ Megah Pharmaceuticals Sdn Bhd. It is understood that the company is a dis-
tributing agent for the Indian manufacturer, Cipla.

% They were didanosine/dd!, zidovudine and Combivir (lamivudine+zidovudine
fixed-dose combination).

%! Section 84 (1) of Patents Act of 1983, amended as at 15 May 2002 provides
that:

“Notwithstanding anything contained in this Act- (a) Where there is
national emergency or where the public interest, in particular, national
security, nutrition, health or the development of other vital sectors of
the national economy as determined by the Government, so requires,
or (b) Where a judicia or relevant authority has determined that the
manner of exploitation by the owner of the patent or his licensee is
anti-competitive, ... The Minister may decide that, even without the
agreement of the owner of the patent, a Government agency, or athird
person designated by the Minister may exploit a patented invention”.
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e the authorization would be valid for two years from 1 No-
vember 2003;

¢ the medicines imported wouldbe in the quantities specified by
the Ministry of Hedlth;

e the prices of the medicines shouldnot exceed the ceiling
amount specified by the Ministry of Health;

¢ the imported medicines should bebe labelled with the words
“Ministry of Hedlth, Malaysia’;

o the shape, or colour of the tablets or capsules should bebe dif-
ferentiated from the patented product sold in Malaysia; and

¢ Remuneration wouldbe paid to the patent holder(s) within
two months of the importation.

The government use authorization had been prompted by the lack of
success in the price negotiations between the Ministry of Health and the
patent-holding companies. In July 2001, the Ministry of Health had re-
quested price discounts on a number of anti-retroviral medicines.* At
the time, the government treatment programme only provided free
highlyactive anti-retroviral treatment (HAART) to a small group of pa
tients — infected mothers and children, health care workers infected in
the line of duty, and patients infected through contaminated blood trans-
fusions. Other patients were provided only one free ARV, and were
required to purchase the other two, to ensure commitment to treatment.
However, civil society organizations in the country had been pressing
for free HAART to be made available to all patients.”® When the nego-
tiations failed to produce the desired price reductions, the Ministry of
Health began to consider aternative options.By November 2001, the
Doha Declaration had been adopted by the WTO Members. In August
2002, the Ministry of Health organized an inter-Ministry workshop to

% The Ministry of Health of Malaysia asked for price reductions as follows:
10% price reduction for ritonavir, 10-40% reduction for stavudine, didanosine,
zidovudine and Combivir/zidovudine+lamivudine, 60-79% reduction for indi-
navir, efavirenz and nevirapine.

% public pressure on the government to provide affordable anti-retroviral treat-
ment came from civil society organizations, in particular from the Malaysian
AIDS Council, which played akey role in promoting comprehensive HIV/AIDS
treatment and care in the country.
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discuss the implications of the Doha Declaration and the legal options
open to the government in terms of accessing affordable anti-retroviral
medicines.** The Ministry of Health had set out its policy objective of
providing free HAART to patients with CD4 counts under 400, with a
target of putting 10,000 patients on treatment. The policy incorporated a
three-prong strategy of bringing down prices of HIV/AIDS medicines:
through price negotiations with patent holders, encouraging local pro-
duction of HIV/AIDS medicines not under Eatent, and use of the rights
of government provision in the Patents Act.”® These developments, cou-
pled with pressure from civil society organizations, added to the impetus
for the government use authorization.

In November 2002, the Ministry of Health submitted a paper to
the Cabinet of Ministers on its plan to import generic versions of anti-
retroviral medicines from India, proposing the use of government rights
provision in the Patents Act. The Cabinet approved the proposa and
acting on this basis, the Ministry of Health officials commenced price
negotiations in January 2003 with the Indian generic manufacturer Cipla.

The Cabinet decision prompted offers of price discounts from the
affected patent holding originator companies. Up until early 2004, the
originator companies began to offer significant discounts. GlaxoSmith-
Kline reduced the prices of Combivir by 80%, lamivudine by 67% and
zidovudine by 53% of their 2001 prices. Bristol-Myers Squibb also
dropped the price of didanosine: the price of the 100mg formulation was
reduced by 49% from its 2001 price, and the price of the 25mg formula-
tion was reduced by 82% from its 2001 price. The affected originator
companies, GlaxoSmithKline and Bristol-Myers Squibb, also lodged
complaints against the decision.”

% The Minister of Health, Dato’ Chua Jui Meng, invited trade, intellectual prop-
erty and public health experts — Carlos Correa, James Love, Dr. K. Balasubra-
maniam and Martin Khor — to brief officials from the Ministries of Health, In-
ternational Trade and Industry, Domestic Trade and Consumer Affairs, and the
Attorney-Genera’s Chambers.

% Section 84 of the Patents Act 1983.

% The affected originator companies, in meetings between their legal represen-
tatives at the Malaysian Embassy in New York and High Commission in Lon-
don, questioned the legality of the proposed importation, aleging that it would
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Possibly as a consequence of these complaints, a number of Min-
istries raised concerns regarding the TRIPS-compliant nature of the pro-
posal and the possihility of negative implications for investment pros-
pectsin the country. After further deliberations over a number of months,
the Cabinet eventually authorized the Ministry of Health to proceed with
its proposal. The contract for the importation of the generic medicines
was finally issued by the Ministry of Health in February 2004.

With the introduction of the generic ARVs, the Ministry of Health
reports that the current monthly cost of treatment has seen a significant
reduction from 2001. The Combivir+efavirenz regime had cost US$
362.63 per month in 2001 but, in 2004 with the introduction of a generic
version of Combivir, the monthly cost of the generic Combivir + pat-
ented efavirenz wasUS$115.14 , while the regime which uses patented
products still costs US$136.34 per month.

However, the government use authorization in Malaysia left one
issue unresolved — the remuneration to be paid to the patent holder(s). A
royalty rate of 4% of the value of the stocks actually delivered (i.e. of
the generic medicines) had been proposed. However, the patent holders
showed little interest in accepting or negotiating the proposed remunera-
tion. The Ministry of Health officials postulated that this was due to the
patent holders' reluctance to indicate their acquiescence of the authori-
zation and to set a precedent for future cases.

The authorization period expired in November 2005, and the Min-
istry of Health has indicated that it is amenable to either engaging in
price negotiations with the pharmaceutical companies which have since
become more co-operative or, applying for an extension of the govern-
ment use authorization. The Ministry of Health has also recently re-
ceived a proposal from a local producer to manufacturer the fixed dose
ARV combination of stavudinet+lamivudinet+nevirapine. It is understood
that the proposal is being considered.

The government use authorization in Malaysia had been the cul-
mination of along process of discussion and debate involving a number

be a violation of the TRIPS obligations. One company suggested that the pro-
posal would affect their investment decisionsin relation to Malaysia.
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of different government agencies. The decision-making process had
been complicated by the fact that at least three different government
Ministries had to be involved in the decision-making process. While the
Ministry of Health was responsible for medicines procurement, the ad-
ministration of intellectual property rights in Malaysia was the responsi-
bility of the Ministry of Domestic Trade and Consumer Affairs. Thus,
the implementation of the TRIPS obligations at the domestic level lay
with the Domestic Trade Ministry. However, the Ministry of Interna-
tional Trade and Industry is responsible for the negotiation and imple-
mentation of the WTO Agreements in general.

I1.3.2 Recommendations

The World Bank recommends that domestic legislation expressly pro-
vides the basis for the government use of patents, although it adds that
even where such laws are not in place, governments are not prevented
from taking action to protect the public interest in a national emer-
gency.” Both the IPR Commission and the UNDP have recommended
that developing countries incorporate within their domestic legislation,
government and non-commercia use provisions that are no less broad
than tr;gse applicable in the United States or the United Kingdom legis-
lation.

As stated above, the conditions governing government use of pat-
ents are the same as those for compulsory licences, with the important
difference that government use of patents may be “fast-tracked” because
of the waiver of the requirement for prior negotiations with patent hold-
ers. In this regard, the recommendations for the establishment of an ad-
ministrative decision-making process with respect to compulsory li-
cences will similarly apply here. It will be important to formulate open
and transparent decision-making processes and procedures, including
the formulation of guidelines for determining adequate remuneration, so
that it will be predictable and easy to administer. A single administrative
system would serve the purpose of facilitating decision-making in rela-

9 World Bank (2004), p.89.
% See IPR Commission (2002), p.45 and UNDP (2001).
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tion to the granting of compulsory licences and government use authori-
zation.

1.4 Parallel Imports

Parallel import is the import and resale in a country, without the consent
of the patent holder, of a patented product that has been legitimately put
on the market of the exporting country under a parallel patent. A patent
holder may have the exclusive right to manufacture his product and to
put it on the market. But once the product is placed on the market, the
principle of exhaustion means that the patent holder has no further right
over the product. Thus, a patent holder cannot prevent the subsequent
resale of that product since their rights over the product have been ex-
hausted by the act of selling it.*

Parallel importation is allowed under the TRIPS Agreement. Arti-
cle 6 of the TRIPS Agreement provides that matters relating to exhaus-
tion of rights shall not be subject to dispute settlement. They have three
main options:

1. Members may adopt the principle of international exhaustion
of patent rights. Adoption of this principle in the national pat-
ent law would alow any party to import into the national ter-
ritory a patented product from any other country in which the
product was placed on the market by the patent holder or any
authorized party.

2. Members may adopt regional exhaustion of rights, where
adoption of this principle would allow the possibility of im-
porting into the national territory a patented product originat-
ing from any other member state of a regional trade agree-
ment.

% véasquez & Boulet (1999).
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3. Thethird option is that of national exhaustion of rights. This
principle limits the circulation of products covered by patents
in one country to only those put on the market by the patent
owner or its authorized agents in that same country. In this
case, there can be no parallel importation.

Where a developing country adopts the international exhaustion regime,
the first sale by the patent holder in any country will exhaust any paral-
lel intellectual property rights in the importing country; hence the rights
may not be used to block importation. Parallel import medicines are
typicaly purchased from a party other than the patent holder; for exam-
ple, a medicine wholesaler that initially purchased (the first sale) from
the patent holder or its authorized representatives.

The Doha Declaration has re-affirmed that each Member is “free
to establish its own regime for such exhaustion without challenge”. That
this has been clarified in the Doha Declaration is an added reassurance
for Members wishing to adopt an international exhaustion principle that
is legitimate and consistent with the TRIPS Agreement to do so. Hence,
Members may decide how the principle should be applied within their
national territories.

[1.4.1 Implementation in Developing Countries

The legidation review indicated an aimost equal number of patent laws
that incorporated specific provisions alowing for paralel importation,
and those that did not make specific reference to parallel importation or
the exhaustion principle. This may be because the legal basis of paralel
importation has historically been established through case law.

In many cases, national laws provide for the explicit derogations
to the exclusive rights of the patent holder, to alow for parallel imports.
In terms of the use of paralel imports for public health purposes, an ex-
ample is found in South African legisation. Section 15C of the Medi-
cines and Related Substances Control Amendment Act No. 90 of 1997,
has a provision enabling the Minister to “prescribe conditions for the
supply of more affordable medicines” and, in this context determine that
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the patent rights related to a medicine have been exhausted once the said
medicine has been put on the market.

Regulations issued under the Act specify the conditions for paral-
lel importation of medicines into South Africa, and provide that “paral-
lel importation” means the importation into South Africa of a medicine
protected under patent and/or registered in South Africa, that has been
put onto the market outside South Africa by, or with the consent of the
patent holder. The regulations and guidelines provide procedures under
which aparallel importer must obtain a permit to undertake importation.
These procedures are intended to assure that parallel import medicines
are duly approved and registered by the Department of Health.

In Kenya, where the drafting of a new Industrial Property Act had
generated considerable discussion and debate on the need to incorporate
the TRIPS flexibilities aimed at promoting affordability and availability
of essential medicines, the incorporation of the international exhaustion
principle was a key focus. The previous patent regime had prohibited
paralel imports, and the appropriate amendments were made to adopt
the international exhaustion regime. The legal process in Kenya is fur-
ther discussed in Case Study 4, below.

Argentina' s patent law provides for a broad interpretation of the
international exhaustion principle by stating that patent rights are ex-
hausted where “the said product has been lawfully placed on the market
in any country”. This formulation may be interpreted broadly to cover
those products placed on the market by the patent holder (or with his
consent) but also for example, those products that have been placed on
the market legitimately under a compulsory licence. There are differing
views as to the TRIPS-consistency of this approach.

The Andean Community Decision 486 incorporates a specific
provision adopting the international exhaustion of rights regime. *®
However, the Bangui Agreement on the other hand, appears to have
adopted a rather restrictive provision that suggests a national exhaustion
regime, which would prohibit parallel import.™

1% Article 54, Decision 486.
1%L Article 8.1(a) Bangui Agreement.
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Casestudy 4
K enya - | ncor por ating the I nter national Exhaustion Regime'®

The Kenyan Parliament passed into law the Industrial Property Act 2001
in June 2001, and the Act came into force by notice on 1 May 2002.*%
A key focus of debate during the drafting of the Act had been the effects
of patents on prices of essential medicines and the need to incorporate
public health safeguards aimed at promoting affordability and availabil-
ity of essential medicinesin Kenya.

The process attracted considerable public attention both in Kenya
and abroad, particularly since it was taking place while WTO Members
were engaged at the TRIPS Council in a similar debate over the use of
TRIPS flexibilities to ensure access to medicines. Civil society organiza-
tions, particularly the Kenya Coalition for Accessto Essential Medicines
(KCAEM) - a broad coalition of public health, trade and development
organizations and individuals - had played a critical role in the legisla-
tive process in Kenya, by actively campaigning for the incorporation of
public health safeguardsin the law.

When the Intellectual Property Bill 2001 came to parliament for
debate, the Parliament was unanimous in supporting the public health
safeguards proposed by the Kenya Coalition and others. The Kenyan
Minister for Trade, who moved the motion to pass the Bill, justified the
incorporation of the safeguards on the basis that they were necessary ‘to
take into account the overriding public interests '™ The public health
safeguards incorporated in the Intellectual Property Act 2001 include
most of the TRIPS flexibilities that were being discussed in the TRIPS
Council, and finally affirmed by the Doha Declaration, including paral-
lel importation, compulsory licensing and government use powers. In
addition, the Act also makes specific provisions relating to the early

1% |nformation on the Kenya case study was largely drawn from a paper by
Musungu (2002) on the Industrial Property Act 2001 and Access to Essential
Medicinesin Kenya.

1% See section 1 1P Act 2001 and Legal Notice No. 53 of 2002 of 12 April 2002.
14 See the Hansard (The official parliamentary record) 12 June 2001, p. 27.
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working exception and gives the relevant Minister the power to restrict
the patenting of new uses of known pharmaceutical molecules.

With regard to parallel importation, the Intellectual Property Act
2001 adopts the international exhaustion principle, which is a departure
from the national exhaustion approach under the Industrial Property Act
1989.1% Section 58(2) of the 2001 Act on limitation of patent rights
now provides that:

“The rights under the patent shall not extend to acts in respect
of articles which have been put on the market in Kenya or in
any other country or imported into Kenya.”

The original text of the Intellectual Property Bill 2001 had included the
words ‘ by the owner of the patent or with his express consent’ at the end
of the sentence. These words were eventually left out of the final text.
The effect of this omission would appear to make the provision broader
in scope.

The text as originally drafted would have restricted parallel im-
ports with the reguirement of “express consent” of the patent holder be-
fore a patented product is imported. Under the original text, only the
importation of products put on the market abroad by the patentee or his
voluntary licensee, would have been allowed because of the use of the
words ‘express consent’. The text as it stands in the Act, is therefore
broader and contemplates the importation of any products put on the
market abroad legitimately, including products put on the market under
a compulsory licence.

This interpretation is supported by Regulation 37 of the Intellec-
tua Property Regulations which clarifies that the limitation on the rights
under a patent in section 58(2) extends to acts in respect of articles that
are imported from a country where the articles were legitimately put on
the market. Legitimacy of products in this context only implies compli-
ance with the national laws applicable in those foreign markets.

1% Chapter 509 Laws of Kenya (Now repealed).
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An argument often raised by the opponents of parallel importation,
as it was in Kenya, was that parallel importation would result in an in-
flux of counterfeit medicines. It should be clarified that parallel imports
relate only to legitimate products; that is to say, products that are of as-
sured quality. Therefore, there is a very clear distinction between paral-
lel imports and counterfeits.

The issue of counterfeits, which relates to market surveillance, is
applicable whether products are locally produced or imported, and
whether they are branded or generics. With or without parallel imports,
sub-standard and counterfeit drugs may enter the market as long as the
system of market surveillance is weak.

In addition, it is also important to note that pharmaceutical prod-
ucts are perhaps the most highly regulated products. Thus, while the
issue of paralel imports is a matter for the Intellectual Property Act
2001, other laws and regulations, such as those relating to customs and
border controls, import licensing and drug registration, are still applica-
ble to parallel imports. For example, if a medicine is not registered in
Kenya, it cannot be imported for sale in Kenya, not because of the Intel-
lectual Property Act 2001, but because of the Pharmacy and Poisons Act.

I1.4.2 Recommendations

Parallel importing can be an important tool enabling access to affordable
medicines, because there are substantial price differences for pharma-
ceutical products in different markets. The price differences may be due
to various factors such as the local market conditions, factors such as
differences in intellectua property rules or, prevailing income levels, as
well as the degree of competition among producers. Where there islittle
competition, income levels may not have an influence on the prices
charged. Permitting some form of parallel imports provides opportuni-
ties to shop for better-priced pharmaceutical products. However, it is
sometimes argued that parallel importation is inconsistent with preferen-
tial or equity pricing of medicines, in that patent holders — fearing paral-
lel importation of medicines into rich countries — will refrain from sup-
plying the lower priced medicines (or increase the prices so that the
price differentials are eliminated). This argument loses strength when
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one considers that the rules prohibiting importation of preferentialy
price%ﬁmedicin& are dready in place in amost all developed coun-
tries.

Developing countries should therefore avail themselves of the
widest scope in terms of parallel imports and incorporate explicit provi-
sions to put into effect the international exhaustion regime. It is impor-
tant to note in this context that while this “flexibility”, alowed in the
TRIPS Agreement and confirmed by the Doha Declaration, does not
automatically trandlate into the national regimes, it will be necessary for
specific legal provisions to be enacted in national laws.'”’

Unnecessarily restrictive formulations on parallel imports should
be avoided, such as those that require “express consent” of the patent
holder before a patented product isimported. If the consent of the patent
holder is required for the import of a patented product, the ahility to par-
allel import will be restricted to only those cases where the patent holder
has given consent, which is an unlikely prospect. For instance, although
the patent owner may grant voluntary licences in a foreign country, he
may prohibit his licensees from exporting generaly or, to some coun-
tries or regions.

I1.5 Exceptionsto Patent Rights

Virtualy all patent laws provide for exceptions to the exclusive rights
granted by a patent, although the scope and content of these provisions
vary from country to country.'® Exceptions to patents rights are based
on the premise that the rights conferred by patents are not absolute and,
in certain circumstances use of a patented invention by third parties is
justified, in order to achieve public policy objectives of facilitating the
dissemination of knowledge, encouraging innovation, promoting educa-
tion and protecting other public interests.

1% see e.g. World Bank (2004), p.87
197 Correa (2002), p.18.
1% Correa (2000), p. 65.
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The TRIPS Agreement allows for “limited exceptions’ to the ex-
clusive rights conferred by a patent. The Agreement does not define the
nature and extent of these exceptions but, it provides a general test to be
used to determine their admissibility. Article 30 requires athree-fold test
to be satisfied; that the exception does 1) not unreasonably conflict with
the normal exploitation of the patent; 2) not unreasonably prejudice the
legitimate interests of the patent owner and, 3) take into account the le-
gitimate interests of third parties. Each condition must be satisfied as a
separate and independent condition. In addition, the conditions must
also be interpreted in relation to each other.*®

While it is obvious that Article 30 does not permit unreasonable
interference with the patent rights, its wording suggests that some im-
pact on patent rights is envisaged."® The early working exception for
example, has a significant impact on patent rights by speeding up the
approval of generic competition by as much as three years. This excep-
tion — aso generally known as the “Bolar exception” after the United
States case on the use of this exception — was introduced in the United
States Drug Price Competition and Patent Term Restoration Act (1984),
to permit the testing of a medicine for establishing the bio-equivalency
of generic products before the expiration of the relevant patent. The
TRIPS-compliant nature of this exception was confirmed by a WTO
panel decision in 2000, which addressed the legality of the Canadian
provision on early working.***

One advantage of Article 30 exceptions is that they operate auto-
matically; that is, there is no need for consent by the patent holder nor,
is there a requirement to obtain authorization from a court or other au-

19 The WTO Panel in the Canada-Patent Protection of Pharmaceutical Products,
WT/DS114/R, 17 March 2000.

"0 For further analysis of the negotiating history of Article 30 and possible in-
terpretations of the text, see UNCTAD-ICTSD (2005), p.95-101.

"™ The complaint was brought by the EU against Canada under the WTO dis-
pute settlement mechanism, in which the EU questioned the legality of a Cana-
dian provision alowing not only the testing of medicines prior to patent expiry,
but also production and stock-piling of the generic product for immediate re-
lease upon patent expiry. The Panel confirmed the early working provision was
TRIPS-consistent but, the production and stockpiling was not. See also UNC-
TAD-ICTSD (2005), p. 102-105 for afuller discussion on the case.
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thority to use the patent or, to compensate the patent holder. Provided an
exception is clearly specified in the patent law, any person may benefit
from an exception at any time during the life of a patent.

Although alist of exempted acts was considered during the nego-
tiations of the TRIPS Agreement, the final text of Article 30 only incor-
porated a general rule. However, a comparative analysis of national laws
provides guidance in terms of the exceptions that are most commonly
provided for in domestic legislation and deemed to be TRIPS-compliant.
These include, but are not limited to, the following:

1. The early-working exception. As mentioned above, this ex-
ception permits the use of an invention for the purpose of ob-
taining approval of a generic product before the expiry of the
patent. This procedure facilitates the marketing of a generic
version promptly after the patent protection of the patented
product expires. The exception is available with respect to
pharmaceutical patents and may also apply to agrochemical
and other products requiring administrative approval prior to
commercialization.

2. Exception for research or experimental use of an invention.
An exception for experimental use is one of the most widely
adopted Article 30-type exceptions in national laws.*** An
exception for research or experimentation should be broad
enough to allow the use of a patent in experimentation for
both scientific as well as commercial purposes, without the
consent of the patent holder. In the European Community
Patent Convention, acts done for experimental purposes relat-
ing to subject matter of the patented invention are not consid-
ered an infringement, even if carried out for commercial pur-
poses, such as to invent around or improve upon the protected
invention.™®

3. Exception for individua prescriptions. This allows the use of
patented pharmaceutical products in the preparation of indi-

2 WTO Dispute Panel on the EC-Canada Case, paragraph 7.69.
'3 Correa (2000), p. 66 and see also UNCTAD-ICTSD (2005), p.101.
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vidual prescriptions. An example of this exception can be
found in the EU’s Community Patents Agreement 1989.

[1.5.1 Implementation in Developing Countries

The patent law review indicated that most countries incorporated either
one of two exceptions to patent rights. The first is the research exception
or the exception for experimental use of patents. In nearly all of the
country legislation reviewed, an explicit exception has been provided for
use of patents for research purposes or the experimental use of patents.
National laws reviewed in Latin American and Caribbean countries all
contained provisions relating to the research or experimental use excep-
tion; in Asia, 85% of the national laws reviewed provided for this excep-
tion, although the figure islower in Africa at 59%.

In the regional organizations, both the Bangui Agreement and the
Andean Community Decision have explicit provisions excepting re-
search or experimental use of patented inventions. This approach has
been adopted for example, in Botswana, Trinidad and Tobago, Bhutan
and Singapore.™* A number of laws specifically exempted private and
non-commercial use of patented inventions (39% of the laws reviewed).
However, the language in the provisions does not appear to restrict re-
search or experimental use only to non-commercial purposes. In a few
cases, such as Malaysia and Tanzania, exceptions for scientific research
are provided for but within the general limitation

The second is the early working or Bolar exception, which has
been incorporated into the patent laws of a number of developing coun-
tries, but is not as commonly found as the research or experimental use
exception. The legidative review found that 61% of the national laws
did not make specific provision for the early working exception.

In Latin America, 32% of the national laws reviewed did provide
for this exception. However, it is not specificaly provided for in the
Andean Community Decision 486. In Asia, 31% of the laws reviewed

14 See also UNCTAD-ICTSD (2005), p.106.
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incorporated specific provisions for the early working exception. Those
countries with some production capacity, such India, Thailand and Ma-
laysia, made specific provisions for this exception and, it is understood
that China is considering such an exception. In Africa, the mgjority of
country legislation reviewed did not make specific provisions for this
exception. Neither did the Bangui Agreement for the OAPI member
states. Notable exceptions were Egypt, Kenya and Nigeria.

I1.5.2 Recommendations

In the public health context, the early working (or the “Bolar”-type) ex-
ception is an important mechanism in facilitating the production of, and
accelerating the introduction of generic substitutes on patent expiry.™
This exception has important implications for developing countries, es-
pecidly if they are currently or potentially producers of generic medi-
cines. Even where they are not likely to be producers of medicines, the
United Kingdom Commission on Intellectual Property Rights has rec-
ommended that developing countries include a Bolar-type exception
within their domestic law, in order to enable the products of a foreign
company to gain regulatory approval and, to enter the market soon after
the expiry of the patent.™®

Although the patent laws reviewed indicated that developing
countries have established different types of exceptions to the patent
holder’s exclusive rights, the room left by Article 30 has so far only
been used in a limited manner. Since the TRIPS Agreement does not
define the scope or nature of the permissible exceptions, countries are
left with considerable freedom for doing so. In determining which other
exceptions may fall within the ambit of Article 30, Paragraph 5(a) of the
Doha Declaration provides guidance for the interpretation and imple-
mentation in stressing the importance of the object and purpose of the
TRIPS Agreement. In the circumstances, exceptions crafted to achieve
objectives related to the promotion of the transfer of technology, the
prevention of abuse of intellectual property rights, as well as the protec-
tion of public health, may well be justifiable.

5 |PR Commission (2002), p. 50.
% | pid.
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In this connexion, a group of developing countries in the WTO
proposed an authoritative interpretation of Article 30 of TRIPS as a
main focus for their solution to the Paragraph 6 problem. The authorita-
tive interpretation would “recognize the right of Members to make, sell
and export patented public health related products without consent of the
patent holder to address public health needs in another country”. Al-
though this approach was not adopted as the interim solution under the
WTO Decision on Paragraph 6, it has been argued that the possibility of
framing an exception to facilitate the production and export of pharma
ceutical productsis still preserved.™®

I1.6 Exemptionsfrom Patentability

While the debate surrounding pharmaceutical patents and access to
medicines has focused on the flexibilities permitted under the TRIPS
Agreement to address effects of exclusive patent rights, much less atten-
tion has been directed at the issue of the granting of pharmaceutical pat-
ents themselves. Yet, it is arguably the aspect of the TRIPS Agreement
that will have the most significant impact on the availability and af-
fordability of medicines. Exemptions from patentability should not be
confused with exceptions to patent rights, which apply where a patent
has been granted. Exemptions from patentability would exclude a sub-
ject matter from protection and result in a patent not being granted.

Prior to the TRIPS Agreement, under the Paris Convention for the
Protection of Industrial Property (1883), countries were able to exclude
certain areas from patentability and to make special rules for certain
types of invention. There are numerous examples of how domestic laws
defined and applied the patentability criteria, according to the prevailing

" The group of developing countries included Bolivia, Brazil, Cuba, China, the
Dominican Republic, Ecuador, India, Indonesia, Pakistan, Peru, Sri Lanka,
Thailand and Venezuela.

18 See for e.g., Baker (2004) and Correa (2004a), p.5.
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technology levels and public policy priorities.*® At the start of negotia-
tions on the TRIPS Agreement, some 50 countries did not provide pat-
ent protection for pharmaceutical products at al, and some aso ex-
cluded pharmaceutical processes from protection. *° These general ex-
clusions from patentability of pharmaceutical products, once common in
national patent laws, will no longer be permitted when countries are
obliged to implement the TRIPS Agreement in full.***

Article 27.1 of the TRIPS Agreement now makes it obligatory for
WTO Members to make available patent protection to al inventions, in
all fields of technology. The Article also sets out the criteria of novelty,
inventive step and industrial applicability, which an invention must meet
to qualify for a patent. Although there appears to be a general principle
of eligibility to be patented where these criteria are satisfied, thereis till
some degree of flexibility for countries in their national implementation.
Since the TRIPS Agreement does not define the terms “novelty, inven-
tiveness and industrial applicability”, WTO Members may determine
how these criteria should be interpreted and applied, and hence, the
scope of patentability of pharmaceutical inventions.

From a public health perspective, where patentability standards
are too lax — the terms “novelty” and “inventive step” are too looselyde-
fined — too many secondary patents may be granted on the various forms
of the new chemical entity, such as the formulation, and new combina-
tions and uses, which will have implications for access to medicines.
The innovation claimed in pharmaceutical patents range from major
“discoveries’ to minor modifications of existing medications. New
molecules or new innovative medicines are now rare, yet pharmaceutical
patents number in the thousands each year. This raises a number of
guestions as to the number of patents that may be granted for minor

19 3uch as the exclusion of pharmaceutical and food products, chemical proc-
esses, and agricultural methods.

120 See for example, UNCTAD (1996)

121 See discussion in A. above on the three transition periods for the implemen-
tation of the TRIPS Agreement. Now that the 2000-2005 transition period has
ended, only LDCs may be exempt from full implementation of TRIPS by virtue
of the 2006 deadline and the Paragraph 7 extension for pharmaceutical products
until 2016.
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modifications.*? A related concern is that of the quality of patents

granted, given that a number of studies have given rise to agenera opin-
ion that the patent offices have been lax in granting certain types of pat-
ents, including pharmaceutical patents.'®

An important interpretative question is whether Article 27.1
obliges Members to protect “uses’ as in the case of new uses for known
products, in addition to products and processes. “New use” patents arise
in one of two circumstances; where a new pharmaceutical use is discov-
ered for a product not previously used as a pharmaceutical product — that
is, the first medical indication; and where a product already known to
have pharmaceutical use(s) is discovered to have a further pharmaceuti-
cal usethat is unrelated to the known use(s) — that is, the second medical
indication.

A comparative review of laws indicates that national approaches
vary on the question of whether a new therapeutic use of a known prod-
uct is patentable.®* Discovery of a new purpose of a product would not
render the product patentable under the general patentability principles.
Where a second medical indication is sought to be patented, it would be
equivalent to a method of therapeutic treatment, which may be excluded
from patentability under the TRIPS Agreement.®® However, some pat-
ent systems have attempted to accommodate such patents by expanding
the scope of protection beyond the ordinary boundaries or, by providing
for special rules. Thus, patents for new uses are granted in some coun-
tries as product patents, process patents or, as a separate patent category.
In the United States, patenting of use inventions depend on whether the
purpose of use is novel and non-obvious. Patents on uses in the United
States are limited to a particular “method-of-use” and, do not cover pro-

122 The National Institute of Health Care Management Research and Educational
Foundation (NIHCM) showed that during the 12 year period 1988-2000, only
35% of the 1,035 drugs approved by the FDA contained a new active ingredient
(NIHCM 2002). Highly innovative drugs are increasingly rare.

123 See for example, Correa (2001)
124 For further discussion, see Correa (2000) and UNCTAD-ICTSD (2005).

12 Article 27.3(a) of the TRIPS Agreement permits Members to exclude from
patentability “diagnostic, therapeutic and surgical methods for the treatment of
humans and animals’.
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tection of the product as such. In contrast, the patentability of a known
product for a new specific purpose is allowed in Europe.

[1.6.1 Implementation in Developing Countries

Most patent laws in developing countries merely restate the three usual
patentability criteria, without making explicit provisions on the avail-
ability of patents for uses, even in cases where laws have been recently
amended or adopted. There is generaly no specific reference to the
availability of patents for uses, leaving it unclear whether the protection
for processes covers “uses’ or “methods of use”. In the majority (55%)
of the laws reviewed, there was no specific exclusion but, only in three
of the patent laws reviewed were new use or second use patents specifi-
cally allowed.

In Asia, WHO' s review of the patent legidation of India, Indone-
sia, Sri Lanka and Thailand, showed that these countries, save India, did
not specifically exclude patents on uses.*? In the case of India, the pre-
vious patent law specifically excluded new use patents but, there is some
uncertainty as to the effect of the 2005 Act, which appears to alow for
the granting of new use patents subject to the condition that it is not a
“ melrg” discovery of any new property or new use for a known prod-
uct.

In Africa, as with Asia, none of the national laws specifically ex-
cluded patents on new use or second use patents, athough there ap-
peared to be only one case of a national law that specifically provided
for the patenting of new or second use patents. Both the Bangui Agree-
ment and the Harare Protocol also did not provide for such exclusions.
In the Andean Community,*?® products or processes already pat-
ented and included in the state of the art may not be the subject of new
patents on the sole ground of having been put to a use different from that
originaly contemplated by the initial patent. In the Latin American

128 K eayla (2004).
127 Section 3(d) the Indian Patent Act 2005.
18 Article 21 of Decision 486.
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countries, a number of the patent laws reviewed did specifically exclude
new use and/or second use patents. These include, for example, Argen-
tina, Chile, the Dominican Republic and Uruguay.

Developing countries with limited capacity in patent infrastruc-
ture and expertise will need to guard against problems in the examina-
tion, granting and administration of patents. In redlity, it is quite com-
mon for developing countries not to carry out substantive examinations
before granting patents and, to rely to a great extent on the European,
United States and Japanese Patent Offices. This is the case in Viet
Nam’s National Office of Industrial Property Rights (NOIP). The prac-
ticein NOIP isto alow claims to a new use of an old drug if it can show
efficacy over the use of the drug that has already been known to the pub-
lic. NOIP follows the guiddines of the European Patent Office, which
treats first and second medical indications as a product claim. How-
ever, it is not clear whether thisis prohibited by the national law, which
prohibits patents on medical treatment.

In any case, Patent Offices in a number of developing countries
do not have the capacity to examine the patent applications, and they
often function as de-facto registration agencies for patents filed and
granted in the developed countries. This raises a concern, in that devel-
oping countries may effectively be running a patent “registration” sys-
tem in which it is relatively easy to get patents but relatively harder to
challenge them even where there may be concerns regarding their valid-

ity.

I1.6.2 Recommendations

Whilst the TRIPS Agreement permits countries to expand patent protec-
tion beyond the general principles of patent law, it does not prevent
countries from denying the patentability of new uses for lack of novelty,
inventive step or industrial applicability.*® In the case of new uses,
countries are free to decide whether or not to allow their patentability.
Protection of new uses, particularly second medical indications, is often

129 Correa (2000), p. 23.
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used for anti-competitive purposes, mainly for extending the patent pro-
tection period and blocking generic entry.

It would be sensible for developing countries to exclude new uses
from patentability, in order to promote access to medicines. This is the
approach recommended by the IPR Commission, in stating that “most
developing countries, particularly those without research capabilities,
should strictly exclude diagnostic, therapeutic and surgical methods
from patentability, including new uses of known products’.**

I1.7 Limits on Data Protection

As a condition for permitting the sale or marketing of a pharmaceutical
product, drug regulatory authorities usualy require pharmaceutical
companies to submit test or registration data demonstrating the safety,
quality and efficacy of the product (as well asinformation relating to the
products physical and chemical characteristics). Such information is
generally collectively referred to as test data.

Once the required test data is submitted by the originator com-
pany, some drug regulatory authorities may rely on this data to approve
subsequent applications for similar products or, to rely on proof of prior
approval of asimilar product in another country. Generic manufacturers
need only to prove that their product is chemically identical to the brand
name, the original product and, in some countries, that it is bio-
equivalent. This approach was adopted in most countries prior to the
TRIPS Agreement and enables swift introduction of (i;enerics into the
market without extra registration data-related costs. ™' It is simple to
administer and, imposes no regulatory burdens on governments.

However, there are different opinions on the scope of the obliga-
tion that the TRIPS Agreement places on countries with respect to the
protection of test data. Article 39.3 of the TRIPS Agreement requires

30 |PR Commission (2002), p. 50.
L Correa (2002), p. 11.
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Members to provide protection for undisclosed test or other data submit-
ted for the purposes of obtaining marketing approval against “unfair
commercia use”. Proponents of higher standards of protection argue for
an interpretation of Article 39.3 that grants exclusive rights over the test
data. The argument is that the originator of the data deserves a return on
the often significant investment in conducting tests. This approach of
granting data exclusivity has been adopted in the United States and the
European Union. In the United States, the exclusivity period is five
years (for new chemical entities), *** while the EU Directive has been
recently amended to increase the exclusivity period from six years to
ten.* Thus, drug regulatory authorities are not permitted to rely on an
originator’s test data to approve other registration applications during
this period of exclusivity.

The alternative interpretation contends that WTO Members have
considerable discretion to define “unfair commercial use” in the context
of national laws. This view argues that the use of data by drug regula-
tory authorities to assess the efficacy and toxicity of a pharmaceutical or
agrochemical product is not a commercial use subject to Article 39.3.*
In this case, the granting of marketing approval to a second entrant,
based on the second product’s similarity to a previously approved first
product, is not a proscribed “use” under Article 39.3. For example, a
drug regulatory authority in approving an HIV/AIDS medicine for usein
the national health care system should not be considered to be making
“unfair commercial use” of the originator’s data.*® It is argued that the
obligation to protect test data is met where the national law prohibits the
use of data through “misappropriation”; for example, where a competi-
tor derives a commercia advantage by use of the data through fraud,
breach of confidence, or other dishonest practices or uses.**® In this con-
text, countries need not protect test data through the granting of exclu-

32 |bid., p. 8.

133 See EU Directive 2001/83/EC on the Community Code Relating to Medici-
nal Products for Human Use (Official Journa of the European Communities
No. L. 311/67) as amended by Directive 2004/27/EC in 2004 (Official Journd
of the European Union No. L. 136/34.

3 See e.g., Correa (2002), World Bank (2004)
135 World Bank (2004), p.92.
13 Correa (2002), p.25-33.
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sive rights; that is, they need not adopt the data exclusivity approach.
Analysis of the negotiating history of Article 39.3 provides supporting
evidence that TRIPS negotiators had rejected proposed language re-
quiring the provision of data exclusivity.**’

The obligation to protect test data under Article 39.3 is also sub-
ject to a number of conditions. Test data need only be protected against
“unfair commercial use” when three conditions are met; that is: 1) where
national authorities require the data to be submitted; 2) if the datais un-
disclosed (and not already public data); and 3) if “considerable effort”
was involved in generating the data. In addition, protection is required
only for new chemical entities, which means that applications for second
indications, formulations and dosage forms may be excluded from pro-
tection. It is a common practice in many developing countries for drug
regulatory authorities to approve marketing authorization for pharma-
ceutical products on the basis of prior approval in another country and
on published data. In this case, such data would not qualify for protec-
tion under the terms of Article 39.3.

[1.7.1 Implementation in Developing Countries

The patent laws reviewed showed that a significant proportion of coun-
tries do not have specific provisions relating to data protection. Only
57% of the country legislation reviewed incorporated provisions related
to data protection. Many of the countries in the Asian region did specifi-
cally provide for protection of test data from unfair commercial use,
using language similar to that in Article 39.3 of the TRIPS Agreement.
For example, in Thailand, the Trade Secrets Act protects undisclosed
test data from being “disclosed, taken away, or unfairly used for com-
mercial purposes’. Chinaand Viet Nam, which are the exceptions, pro-
vide for six-year and five-year data exclusivity, respectively. In Cambo-
dia, adraft law is being considered which, it is understood, will provide
for a five-year data exclusivity period, which appears to have been a
commitment agreed to in Cambodia’s WTO accession agreement.™*®

37 \Watal (2001), p.204.

1% See Working Paty Report on the Accession of Cambodia,
WT/ACC/KHM/21 (15 August 2003).
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At the regional level, the Andean Community Decision 486 re-
produces the language of Article 39.3, while the Bangui Agreement pro-
tects confidential or test data from dishonest use. In both cases, the data
exclusivity approach has not been adopted.

In nearly al of the African countries reviewed, no specific provi-
sion was made in relation to the protection of test data. In many coun-
tries, although there were no specific provisions in the patent law, there
were general provisions related to the protection of confidential infor-
mation or other undisclosed information to be found in other laws, such
as the Protection against Unfair Competition Act 2000 in Ghana, and the
General Civil Service Act of Morocco. In Egypt however, the patent law
provides for the protection of test data from disclosure and unfair com-
mercial use for aperiod “until it is no longer confidential, or for a period
not exceeding five years, whichever comes first”.**

In Latin America, the Argentinean patent law protects undisclosed
information submitted to the health authority for approva of new
chemical entities, where the information is the outcome of significant
technical and economic effort. This appears to be the general model on
which a number of the national laws in the region are based, including
those in Barbados, Trinidad and Tobago, Nicaragua, Costa Rica and the
Dominican Republic. However, an analysis of the country responses to
guestions asked during the TRIPS review of implementing legislation
(which was undertaken between 2001and 2003) indicates that there may
be some degree of confusion as to the scope and effect of such provi-
sions.

A number of country responses had suggested that second appli-
cants for marketing approval of pharmaceutical products would have to
submit new test data, whereas the provisions in the national laws do not
necessarily prohibit the use or reliance by drug regulatory authorities of
test data submitted by the originator companies.

While the majority of the country legislation reviewed does not
currently provide for the data exclusivity approach, the situation may
change with the advent of bilateral trade agreements that require gov-

39 ntellectual Property Law 82 of 2002.
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ernments to provide for data exclusivity in the national law. For example,
the countries party to the Central American Free Trade Agreement,
(CAFTA) including Costa Rica, the Dominican Republic, El Salvador,
Guatemala and Nicaragua will have to provide for data exclusivity in
their national laws. See Part IV below on the impact of test data protec-
tionin bilateral trade agreements.

I1.7.2 Recommendations

There is an obvious public health interest in limiting data protection, so
that the timely entry of generic competition is not unnecessarily hin-
dered or prevented. Generic manufacturers may not enter the market
until they are able to rely on the use of the originators' test data, asit is
too time-consuming and expensive for the generic industry to repeat the
safety and efficacy testing. There are also significant ethical questions
regarding conducting human clinical trials in particular, when data al-
ready exists on quality and efficacy. Exclusive rights over test data can
provide patent-like protection even where pharmaceuticals are not cov-
ered by patents or, do not meet the standards of patentability in a coun-
try or, prevent the registration of a product produced under a compul-
sory licence.** In either case, access to the generic medicine is affected.

For developing countries it will be important to clarify the extent
to which test data is protected within the domestic law. As with other
provisions of the TRIPS Agreement, flexibility is provided in terms of
countries’ ability to determine the appropriate means of protecting test
data.*** In addition, the rule of interpretation in Paragraph 4 of the Doha
Declaration would aso dictate that the provision be “interpreted and
implemented in a manner supportive of WTO Members' right to protect
public health and, in particular to promote access to medicines for all”.
Thus, it is clear that the TRIPS Agreement does not require data exclu-
sivity; the obligation is to protect against unfair commercia use. Devel-

0 Although a compulsory licence may enable the manufacture of the generic
version of a patented product, the generic manufacturer may not be able to reg-
ister the generic product if he is not able to rely on the test data submitted for
marketing approval of the patented product.

1 Correa (2002), p. 25-33.
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oping countries should allow drug regulatory authorities to approve
equivalent generic substitutes on the basis of reliance on the originator
data.’*? They should implement data protection legislation that is consis-
tent with public health objectives, that is, to facilitate the entry of ge-
neric competitors.

1.8 Implementation of the WTO Decision on the Implementation
of Paragraph 6 of the Doha Declaration

The WTO addressed the problem of countries with insufficient or no
manufacturing capacity and their inability to make effective use of com-
pulsory licensing in the so-called Paragraph 6 negotiations. Paragraph 6
of the Doha Declaration instructed WTO Members to find “an expedi-
tious solution” to address this problem, which they eventually did in
August 2003.** While the Decision is not a TRIPS flexibility in the
strict sensg, it is the attempt by WTO Members to address the problem
of those countries not being able to effectively use a flexibility afforded
by the TRIPS Agreement — compulsory licensing.

The Decision allows countries to import generic medicines from a
foreign generic producer. Where a medicine is under patent protectionin
the importing country, the importing country government will have to
issue a compulsory licence for the import of the generic version of the
patented drug. Where there is no patent in force, the importing country
need not issue compulsory licences.*** In the exporting country, the pat-
ent status of the medicine is also relevant — if the medicine is patent pro-
tected the generic manufacturer would need a compulsory licence to
produce and export.

142 See |PR Commission (2002), p. 51.

3 Although they missed the deadline of December 2002 as set out in the Doha
Declaration, WTO Members finally adopted a solution to the Paragraph 6 prob-
lem, after intensive negotiations, on August 30, 2003 in Geneva.

4 This may be the case in some developing and LDCs Members that may not
have implemented patent protection for pharmaceuticals until recently. In addi-
tion, LDCs need not alow for drug patents until 2016.
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The Decision comprises a series of waivers —first, awaiver of the
restriction on exportsin Article 31(f); second, awaiver of thisrestriction
on re-export in the context of free trade arrangements; and finaly, a
waiver to the requirement for payment of adequate remuneration to the
patent holder in the importing countries under Article 31(h). It should be
noted that a waiver in the WTO context means that there shall not be a
complaint initiated by a Member against another, if the latter acted in
accordance with the terms of the waiver. However, the national law of
the Member would have to reflect the terms of the waiver, in order that
the provisions of the national law may not be invoked to block action.
Therefore, whether countries may export and import generic versions of
patented medicines under the system adopted in the WTO Decision will
depend on the extent to which the national laws allow for it.**®

In adopting the Decision, Members also agreed to a statement by
the Chair of the WTO General Council. The Statement spells out “key
shared understandings’ of how the August Decision would be inter-
preted and implemented, including the understanding that the Decision
“should be used in good faith to protect public health ... and not be an
instrument to pursue industrial or commercial policy objectives’. It is
not clear how this wording may affect the use of compulsory licences
nor the grounds on which they may be granted but, commentators and
negotiators have expressed the view that this statement does not have
legal status, and cannot be read as creating any new conditions.**®

The August 30 Decision also set forth conditions for the use of
the system by the importing country. First, there are the notification re-
guirements, whereby the importing countries are required to inform the
WTO of their intention to use the Decision and to grant compulsory li-
cences. This notification can be done in one or two stages. Thus, when

S Correa (2004a), p. 5.

6 See eg., Vandoren and Van Eeckhaute (2003). The Chair's Statement is
widely understood to be an attempt to incorporate “comfort language” designed
to enable the United States to join the consensus on the solution, when negotia-
tions re-started in 2003 &fter having stalled in December 2002. Developing
countries had initially objected to the statement, concerned that the effect of the
statement would prevent or hinder incentives for generic producers to use the
Decision, with its emphasis on non-industrial and non-commercial policy objec-
tives.
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an importing country intends to grant a compulsory licence, it may in-
form the WTO TRIPS Council of this intention and proceed to notify
the granting of the compulsory licence and, the needed products and
guantities specified in the licence. Where the importing country is not an
LDC, it will also have to demonstrate its lack of, or insufficient manu-
facturing capacity, via a self-determining process, in the manner as
specified in the Annex of the Decision.*

All countries are also required under the Decision, to provide for
anti-diversion measures, designed to prevent the diversion of the medi-
cines that have been produced and exported under compulsory licence,
to unintended destinations. However, these measures should be reason-
able and “proportionate to their administrative capacities and to risk of
trade diversion”.

In the potential exporting countries, national laws will also have
to be amended, to enable the use of the system, as patent laws do not
typicaly allow for production and export under compulsory licences.

[1.8.1 Implementation

In terms of implementation, a number of initiatives have taken place in
potential exporting countries to amend national laws in order to enable
the production and export of generic medicines under compulsory li-
cences. Canada was the first country to commence its legislative reform,
followed subsequently by Norway. The European Union is currently
considering its draft regulation which will set out the framework for the
EU member states. India, in its 2005 Patent Act, aso included a provi-
sion on compulsory licences for production and export.

However, a number of concerns have been expressed that the
amendments in the potential exporting countries may not provide suffi-
cient administrative flexibility and economic incentives for generic pro-
ducers to apply for compulsory licences. In the Norwegian case, it is
acknowledged that the initiative was merely a symbolic gesture, as the

7 Correa (2004a), p.17 provides an illustration of how this determination may
be done.
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domestic industry did not produce pharmaceutical products of interest to
developing countries. The Canadian C-9 Bill was passed in May 2004,
and is due to come into force when implementing regulations are passed.
The Canadian law went through an extensive consultation process which
highlighted areas of contention, notably the provision on the right of
first refusal (which gives the patent holder the option of taking over a
contract agreed between the generic manufacturer and the importing
country) and, the listing of medicines for which a compulsory licence
may be obtained. It was argued that these provisions went beyond the
requirements in the Decision and, would reduce incentives for generic
manufacturers.

The draft EU regulation is currently in its consultation phase.
Some commentators have suggested that the current provisions relating
to the requirement for prior negotiations with the patent holder and, for
compensation to be paid to the patent holder, do not provide sufficient
ease, predictability or incentives for generic manufacturers. The Indian
Patent Act has also raised some questions about its provision which en-
ables the granting of a compulsory licence for production and export,
subject to a compulsory licence being first issued in the importing coun-
try. This requirement seems to suggest that the importing countries
where the relevant patents are not in force or, where the patent applica-
tions have not been filed, would not be able to import from Indian ge-
neric manufacturers.

Although the Decision was adopted more than a year ago - osten-
sibly to meet an urgent public health need - there has not been any noti-
fication by countries to the WTO in respect of their intention to use the
system. Nor have there been any reports of potential importing develop-
ing countries undertaking legal reform to put into place the system
adopted in the Decision, so as to be able to import generic medicines
produced under compulsory licences. However, it could be argued that
in countries with a compulsory licensing system which does not prohibit
importation, they may be able to use the system on the basis of the exist-
ing provisions. However, it would be necessary for the waiver of pay-
ment of remuneration to be provided for in national law, otherwise the
patent holder may still be able to claim for such remuneration for the use
of his patent.



72 The Use of Flexibilitiesin TRIPS: Can they Promote Access to Medicines?

I1.8.2 Recommendations

For countries to make effective use of the Decision to achieve public
health objectives,™*® it will be important for domestic laws or regulations
to reflect the following aspects:

1. Provide for abroad range of grounds for the granting of com-
pulsory licences and specific provisions for government use
of patents, as stated in Part |1.1 above. In this case, grounds
for compulsory licences should also specifically include im-
portation.

2. Provide for atime limitation for negotiations for voluntary li-
cences so that where prior negotiations for a voluntary licence
with the patent holder is required,**® a definite time limit is
set for such negotiations, after which the requirement shall be
deemed satisfied, so that the granting of a compulsory licence
can proceed without unnecessary delay.

3. Provisions in domestic law should not limit the implementa-
tion of the Decision to arestricted list of products or diseases,
as it is clear that the Decision is applicable without any re-
strictions on products or diseases. There could aso be a clear
definition of “pharmaceutical products’ for which the Deci-
sion can be used. Countries should consider explicitly includ-
ing diagnostics, vaccines and medical devices used for treat-
ment. Provisions in nationa legislation should also alow for
the compulsory licences or the government use authorization
to refer to the product, instead of the patent(s) on that product,
as this will facilitate decision making, and reduce the time
required to conduct patent searches on al patentsin force.

8 The Decision should be interpreted and implemented in a manner that en-
sures that the objectives of protecting public health and promoting access to
medicines for al can be achieved. See Correa (2004a).

9 |n cases of compulsory licences issued for national emergency, other circum-
stances of extreme urgency, public non-commercial use/government use, or to
remedy anticompetitive behaviour, the requirement for prior negotiation with
the patent holder is waived and explicit provisions can be made in domestic law
on this exception.
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4. The requirement that adequate remuneration be paid to patent
holders should be waived in the importing country. A specific
provision should be made in domestic law on this waiver.

5. Any litigation or appeal by the patent holder should not sus-
pend thgoi mplementation of a compulsory licence under the
system.

It is aso recommended that whenever possible, countries should con-
sider using measures less cumbersome than the system in the WTO De-
cision. The Decision does not preclude other options available under the
TRIPS Agreement and the Doha Declaration, as is clearly stated in
Paragraph 9 of the Decision. Thus, where no relevant patent is in force
in the exporting country, production and export of the generic version of
a medicine patented elsewhere can take place without the need of a
compulsory licence. In those countries, notably India, where the 1 Janu-
ary 2005 transition period was employed to delay the provision of  pat-
ent protection, a number of medicines currently under patent elsewhere
are till off-patent.*>

In such cases, there is no need to resort to the use of the Decision.
As stated above, LDCs should consider amendments to their legislation
in order to make use of paragraph 7 of the Doha Declaration, as imple-
mented by the June 2002 TRIPS Council Decision, which alows them
to defer the implementation and enforcement of pharmaceutical patents
until at least 2016.

%0 Article 44.2 of the TRIPS Agreement provides that Members are not obliged
to provide for injunctive rightsin the cases of use of compulsory licences.

L |n India, for example, the production of generic versions of anti-retroviral
medicines is alowed. After the 2005 deadline, product patents will be allowed
in India, and patents may be granted on those products for which patents may
have been applied for and placed in the mailbox. Until the mailbox patent appli-
cations are examined and granted, there is little known about which medicines
will be affected. However, it is clear that from now on, all newly -patented
medicines will be affected.






[Il. INTELLECTUAL PROPERTY-RELATED POLICIES OF
MAJOR DEVELOPED COUNTRIES AND PuBLIC HEALTH
IN DEVELOPING COUNTRIES

Through multilateral, regional and bilateral trade relations, major devel-
oped countries especialy the UnitedStates and the EU have a mgjor in-
fluence on how developing countries deal with intellectual property and
other policies relating to pharmaceuticals. Thisis because most devel op-
ing countries rely heavily on preferential market access to these two
markets for their exports. Consequently, the policies of these developed
countries vis-a-vis developing countries with respect to intellectua
property and access to medicines are critical factors that determine how
the latter address matters relating to intellectual property, innovation and
public health. In this Part we review the stated policies of the United
States and the EU, the two mgjor trading powers, as well as Japan, Can-
ada and Switzerland, also important playersin the pharmaceutical indus-
try, with respect to intellectual property, in order to determine whether
they take into account the public health priorities of developing coun-
tries and, international commitments such as the Doha Declaration.

I11.1 The United States

The current policy of the United States on matters of intellectual prop-
erty in third countries, including developing countries, is most clearly
spelled out in the Trade Act of 2002 and, in the main implementation
instrument of the ‘Specia 301’ provisions of the United States Trade
Act of 1974;? the Special 301 Reports and follow-up mechanisms.

152 «gpecial 301" is the part of the United States Trade Act that requires the
USTR to identify countries that deny adequate protection for intellectual prop-
erty rights or that deny fair and equitable market access for United States per-
sons who rely on intellectual property rights.
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Under the Trade Act 2002, the principal negotiating objectives of the
United States on intellectual property are:

“(A) to further promote adequate and effective protection of in-
tellectual property rights, including through- inter dia;

i) ensuring accelerated and full implementation of the
Agreement on Trade-Related Aspects of Intellectual
Property Rights referred to in section 101(d)(15) of the
Uruguay Round Agreements Act (19 USC.
3511(d)(15)), particularly with respect to meeting en-
forcement obligations under that agreement; and

ii) ensuring that the provisions of any multilateral or bilat-
era trade agreement governing intellectual property
rights that is entered into by the United States reflect a
standard of protection similar to that found in United
States law;providing strong protection for new and
emerging technologies and new methods of transmit-
ting and distributing products embodying intellectual

property;

Under Special 301, countries that have what the United States considers the
most egregious acts, policies, or practices, or whose acts, policies, or practices
have the greatest adverse impact (actual or potential) on relevant United States
products and are not engaged in good faith negotiations to address these prob-
lems, must be identified as “priority foreign countries.” If so identified, such a
country could face bilateral United States trade sanctions if changes are not
made that address United States concerns. In the 2004 Report, Ukraine, China
and Paraguay ae listed as  Priority  Foreign  Countries.
The USTR has aso created a “Priority Watch List” and “Watch List” under
Special 301 provisions. Placing a country on the Priority Watch List or Watch
List indicates that particular problems exist in that country with respect to intel-
lectual property protection or enforcement or, market access for persons relying
on intellectua property. In the 2004 report, the countries on the Priority Watch
List included Argentina, Bahamas, Brazil, Egypt, the EU, India, the Republic of
Korea, Indonesia, Pakistan and the Philippines. The countries on the Watch List
include Bolivia, Canada, Chile, Israel, Mexico and Thailand.
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iii) preventing or eliminating discrimination with respect
to matters affecting the availability, acquisition, scope,
maintenance, use, and enforcement of intellectual prop-
erty rights;

iv) ensuring that standards of protection and enforcement
keep pace with technological developments and, in par-
ticular ensuring that right holders have the legal and
technological means to control the use of their works
through the Internet and other global communication
media and to prevent the unauthorized use of their
works; and

v) providing strong enforcement of intellectual property
rights, including through accessible, expeditious, and
effective civil, administrative, and crimina enforce-
ment mechanisms;

(B) to securefair, equitable, and non-discriminatory market ac-
cess opportunities for United States persons that rely upon
intellectual property protection; and

(C) to respect the Declaration on the TRIPS Agreement and
Public Health, adopted by the World Trade Organization at
the Fourth Ministerial Conference at Doha, Qatar on No-
vember 14, 2001”."

The congressional mandate under the Trade Act 2002 is being imple-
mented through the actual conclusion of trade agreements and through
the Special 301 Reports and follow-up mechanisms. In the various noti-
fication letters to Congress regarding negotiations of FTAS, the United
States Trade Representative (USTR) states the main objective of negoti-
ating FTAs as being ‘to enhance the levels of protection of intellectua
property in third countries beyond TRIPS and to have the third countries

153 See Section 2102(b) (4).
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apply levels of protection that are in line with United States law and
practices .*** In the 2004 Special 301 Report, the USTR States that:

“The United States is committed to a policy of promoting
increased intellectual property protection” and, that through
FTAs and trade and investment framework agreements
(TIFAYS), it is seeking “higher levels of intellectual property
protection in a number of areas covered by the TRIPS
Agreement” >

Although a number of the provisions in the Trade Act 2002 appear bal-
anced and, there is a specific commitment to respect the Doha Declara-
tion, the actual implementation of the mandate as exemplified in the
FTA negotiations and the Special 301 reportsis particularly problematic.
Seeking higher levels of protection beyond TRIPS and having develop-
ing countries apply standards similar to the United States standards sug-
gests that the United States may seek to curtail the use of legitimate
flexibilities under TRIPS such as compulsory licensing.™® Such an ap-
proach also proceeds on the assumption that United States law on intel-
lectual property is perfect and or intrinsicaly superior. However, this
assumption is unproven. The United States patent system in particular,
and its functioning, has generated intense scholarly as well as political
debate about its ability to foster innovation, due to increasing evidence

1> See the various letters of notification to Congress on the USTR website at
http://www.ustr.gov. However, the main focus in each negotiation differs. For
example, for Chile the focus was stated as being on Internet service provider
liability, patent protection and protection of undisclosed information. For Mo-
rocco the main focus was on patent protection and the protection of undisclosed
information, while for Singapore the main focus is on Internet service provider
liability, optical discs and patent protection and the protection of undisclosed
information.

1% See the 2004 Special 301 Report, p. 2. Available at http://www.ustr.gov. It is
also important to note that under the ‘ Special 301" provisions, compliance with
TRIPS does not amount to adequate and effective intellectual property protec-
tion.

% For additional discussion of United States policy in FTAs see the World
Bank (2004) chapter 5 and Abbott (20044).



IP-related Policies of Major Developing Countries and Public Health ... 79

that t12$ system could be harming investment and research based innova-
tion.

Following widespread criticism of the United States approach to
the issues of intellectual property and public health in recent FTAS, in-
cluding from members of the United States Congress, the USTR has
responded by indicating in side letters that the obligations of the intel-
lectual property chapters of the FTA:

“[D]o not affect the ability of either Party to take necessary meas-
ures to protect public health by promoting access to medicines for
al, in particular concerning cases such as HIV/AIDS, tuberculosis,
malaria, and other epidemics as well as circumstances of extreme
urgency or national emergency.”**®

While on the face of it the side letters preserve the TRIPS flexibilities as
confirmed in the Doha Declaration, a number of issues arise. First, side
letters have not accompanied al FTAs. Does that mean that those FTAS
not accompanied by side |etters do not contain the flexibilities to address
public health? Secondly, the side letters, although constituting a formal
agreement between the parties, do not aggpear to be legally capable of
overriding specific language in the FTA.™ In this context, it is not clear
why the language in the side letters could not be included in the actual
text of the agreements, considering that the Trade Act 2002 specifically
mandated that respecting the Doha Declaration would be a principa
negotiating objective of the United States.

" See e.g. Lerner and Jaffe (2004). See also Maskus and Reichman (2004) and
the Federal Trade Commission (2003).

158 See the side letters to the United States-Morocco and United States-Bahrain
FTAs. Both are available at htpp://www.ustr.gov.

91t can be argued that the side letters constitute a subsequent agreement be-
tween the parties regarding the interpretation of the treaty and would therefore
be taken into account as an interpretive guide under Article 31.3(a) of the Vi-
enna Convention on the Law of Treaties. Indeed, the USTR General Counsdl in
a letter to a Congressman with respect to the United States-Morocco FTA, says
that the side letters constitute a formal agreement between the parties and thus a
significant part of the interpretive context for the FTA.
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The United States approach also suggests that even where flexi-
bilities are preserved, their interpretation may be construed very nar-
rowly. As we demonstrate in the next Part, FTA provisions entail a sig-
nificant narrowing of TRIPS flexibilities. This is likely to have impor-
tant implications for the development and access to medicines in the
developing countries that have signed these agreements. It is aso nota-
ble that beyond the FTAS, the USTR has sometimes read TRIPS rules
very restrictively and inconsistently with the negotiating history. For
example, in the 2004 Special 301 Report, the USTR asserts that under
Article 39.3 “the TRIPS Agreement recognizes that the original appli-
cant should be entitled to a period of exclusivity...During this period of
exclusive use, the data cannot be relied upon by regulatory officials to
approve similar products.” Article 39.3 of TRIPS does not mandate any
exclusivity nor does it prohibit reliance on data by public officias as
explained in Part |1 (G) above.

Therefore, it is quite clear that the United States policy on intel-
lectual property is framed as a foreign trade and security instrument
aimed at achieving greater market access and competitive edge in devel-
oping country markets, and does not take adequate account of the priori-
ties of developing countries with respect to public health. Indeed, the
Trade Act 2002 provides that through various agreements, trade “will
create new opportunities for the United States and preserve the unparal -
leled strength of the United States in economic, political, and military
affairs’.'®

Section 2104 (e) of the Trade Act of 2002 requires that separate
advisory committees provide the President, the USTR and Congress
with detailed reports, including an advisory opinion as to whether and to
what extent, the specific proposed trade agreement promotes the eco-
nomic interests of the United States. A key committee in this regard is
the Industry Functional Advisory Committee on Intellectual Property
Rights for Trade Policy Matters (IFAC-3). IFAC-3 is made up of 20
members from industry sector advisory committees and another 20 from
private sector areas.’® Another important committee in the area of intel-

1% See Section 2101(b) (2).

181 For the Charter of IFAC-3 detailing its functions, membership etc. see
http://www.ita.doc.gov/td/icp/Charter-23.html.
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lectua property is the Industry Trade Advisory Committee on Intellec-
tual Property Rights (ITAC)."? ITAC is made up of approximately 50
representatives from * such private sectors as to provide expertise on the
subject of intellectual property rights'. Essentially therefore, IFAC-3 and
ITAC are made up of business representatives whose interest is primar-
ily, if not whally, to secure as much profit as possible from other coun-
triesincluding developing country markets.

There are a number of incentives for the USTR and other United
States negotiators to give the IFAC-3 and ITAC view greater weight
than® for example, public interest groups in the United States which
might advocate a better balance between United States interests and the
interests of developing country trading partners, with respect to devel-
opment generally or, access to essential medicines, in particular. First is
the fact that the United States Trade Act 2002 requires the USTR to seek
levels of intellectual property protection similar to those in the United
States. Secondly, IFAC-3 in particular, ultimately has to write a report
endorsing any agreement as meeting the economic interests of the
United States, which means that negative reports would significantly
complicate the life of the USTR, if not jeopardize the trade representa-
tives job.*® Therefore, a detailed review of the operation of IFAC-3 has
found that “the standards that the members of IFAC-3 seek are very of-
ten the ones they achieve.”'®

In this context, the Trade Act 2002, athough referring to the
Doha Declaration, appears to have been conceived without any serious
intent to ensure global advancement of science and the sharing of the
resulting benefits. It is also notable in this regard that the Trade Act
makes no mention of promoting innovation or other basic purposes that

192 For information on ITAC and its Charter see http://www.ita.doc.gov/itac.

1% Drahos (2004a), p.417.

1% For some of the reports on recent FTAs entered into by the United States see
eg.,

www.ustr.gov/assets/Trade Agreements/Bilateral/Bahrain_FTA/Reports/asset_
upload_fileB22 5528.pdf on the United States-Bahrain FTA and
www.ustr.gov/assets/ Trade Agreements/Bilateral/Australia_FTA/Reports/asset
_upload fileB13 3398.pdf on United States-Australia FTA.

185 1 bid.
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are used to justify intellectual property protection, as principal negotiat-
ing objectives.

Finally, it is also noteworthy, that the United States has taken no
steps to implement the WTO 30 August 2003 Decision of the General
Council implementing paragraph 6 of the Doha Declaration. Under the
Decision, countries with generic manufacturing capacity, such as the
United States, were expected to modify their legidation in order to en-
able the production and export of generic medicines to developing coun-
tries.

I11.1.1 Recommendations

Due to its economic and military power, the United States has a mgjor

influence on how developing countries implement intellectual property
standards and policies generaly and, with respect to pharmaceuticals in
particular. Because of this power, the United States has an important
role to play in ensuring that developing countries can use various tools
available under international law, to address the lack of research and/or
access to medicines relating to diseases that disproportionately affect
these countries. The current stated United States policy on intellectual
property, whose main focus is on preserving its unparalleled strength in
economic, political and military affairs, therefore raises particular con-
cerns.

First, a trade policy framed purely as a foreign trade and security
instrument is unlikely to take adequate account of the priorities of de-
veloping countries with respect to public health. In particular, the United
States policy fails to reflect a clear objective vis-a-vis developing coun-
tries, to contribute to the promotion of technological innovation in these
countries with respect to the diseases that disproportionately affect them
and, to the transfer and dissemination of technology, to the mutual ad-
vantage of producer’s and users of technological knowledge, in a man-
ner conducive to social and economic welfare and, to the balance of
rights and obligations. The mere respect of the Doha Declaration
through side letters to the FTAs cannot achieve this purpose.
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Secondly, the United States policy, by focusing exclusively on the
rights of its export industries, may lead to very restrictive interpretation
of the flexibilities contained in international agreements, to the detri-
ment of public health needs in developing countries. Finally, the stated
objective for bilateral and multilateral agreements entered into by the
United States to reflect a standard of protection similar to that of the
United States, runs counter to the well accepted principle that the stan-
dard of protection in each country should reflect the particular economic,
socia and cultura circumstances and level of development of the coun-
try. This approach also fails to take into account the shortcomings of the
United States patent system, which are widely documented and, the pos-
sible negative impacts on pharmaceutical innovation and access to medi-
cines.

For the above reasons, the United States should consider:

e reviewing and revising its trade policy with respect to intel-
lectual property in third countries, especialy developing
countries, to not only ensure respect for the Doha Declaration
but, the wider objectives of innovation and the transfer and
dissemination of technology, especially technology related to
pharmaceuticals for diseases that disproportionately affect
developing countries,

e cdibrating its policy on intellectual property in third coun-
tries so that it can reflect a better balance between the legiti-
mate interests of its export industries and the need to improve
access to medical technologiesin the poorest countries;

o explicitly spelling out in its trade policy, that provisions of
multilateral and bilateral trade agreements governing intellec-
tual property entered into by the United States with develop-
ing countries, reflect standards of protection that are in line
with the economic, social and cultural development of those
countries; and

e amending its relevant laws and fully implementing the 30
August 2003 WTO decision and/or the proposed amendment
to the TRIPS Agreement, so as to enable those developing
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countries with insufficient or no manufacturing capacity in
the pharmaceutical sector, to issue compulsory licences and
import generic medicines from the United States.

[11.2 The European Union

The EU policy on intellectual property in third countries, including de-
veloping countries, is not quite as clear as in the case of the United
States. However, through an examination of a number of documents,
one can congtruct a fairly aggressive policy with respect to intellectual
property and public health. According to Directorate General Trade, the
policy in the field of intellectual property inter alia includes: promoting
the implementation of effective standards for intellectual property pro-
tection world-wide; promoting adequate enforcement of intellectual
property rights world-wide; ensuring that intellectual property rights are
supportive of public health objectives, and reaching specific objectives
during the new round of negotiations at the WTO.*®

Under the Cotonou Agreement, on the basis of which the EU is
negotiating Economic Partnership Agreements (EPAS) with various Af-
rican, Caribbean and Pacific (ACP) countries, the parties agreed, with
respect to intellectua property, that:

“1.  Without prejudice to the positions of the Parties in multilat-
eral negotiations, the Parties recognize the need to ensure
an adequate and effective level of protection of intellectual,
industrial and commercial property rights, and other rights
covered by TRIPS including protection of geographical in-
dications, in line with the international standards with a
view to reducing distortions and impediments to bilateral
trade.

% See the website of DG Trade a hitp:/europa.eu.int/comm/trade/
issues.sectoral/intell_property/index_en.htm. Also see World Bank (2004) for
additional discussion of the EU policy in FTAs.
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2. They underline the importance, in this context, of adher-
ence to the Agreement on Trade-Related Aspects of Intel-
lectua Property Rights (TRIPS) to the WTO Agreement
and the Convention on Biological Diversity (CBD).

3. They also agree on the need to accede to al relevant inter-
national conventions on intellectual, industrial and com-
mercial property as referred to in Part | of the TRIPS
Agreement, in line with their level of development.

4. The Community, its Member States and the ACP States
may consider the conclusion of agreements aimed at pro-
tecting trademarks and geographical indications for prod-
ucts of particular interest of either Party.

5. For the purpose of this Agreement, intellectual property in-
cludes in particular copyright, including the copyright on
computer programmes, and neighbouring rights, including
artistic designs, and industrial property which includes util-
ity models, patents including patents for bio-technological
inventions and plant varieties or other effective sui generis
systems, industrial designs, geographical indications in-
cluding appellations of origin, trademarks for goods or ser-
vices, topographies of integrated circuits as well as the le-
gal protection of data bases and the protection against un-
fair competition as referred to in Article 10a of the Paris
Convention for the Protection of Industrial Property and
protection of undisclosed confidentia information on
know-how.

6. The Parties further agree to strengthen their cooperation in
this field. Upon request and on mutually agreed terms and
conditions cooperation shall inter alia extend to the follow-
ing areas. the preparation of laws and regulations for the
protection and enforcement of intellectual property rights,
the prevention of the abuse of such rights by right holders
and the infringement of such rights by competitors, the es-
tablishment and reinforcement of domestic and regional of-
fices and other agencies including support for regional in-
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tellectual property organizations involved in enforcement
and protection, including the training of personnel”.**’

Although there is no specific mention of public health in Article 46 of
the Cotonou Agreement, it specifically refers to the need to implement
standards based on the level of development and the need to prevent
abuse of intellectual property rights. This is good policy. However, it is
not entirely clear what is meant by “ensure an adequate and effective
level of protection of intellectual, industrial and commercia property
rights, and other rights covered by TRIPS including protection of geo-
graphical indications, in line with the international standards’.'®®

New international standards are continually being established
with respect to the areas covered by TRIPS including through FTAs and,
the question then is whether under this article, such standards would be
the basis for the EPAS. It is also notable that the agreement contemplates
patents for biotechnologica inventions and the protection of non-
origina databases. In some instances, the EU has interpreted TRIPS
provisions, such as those on test data protection, differently from devel-
oping countries. In such cases, ensuring adequate and effective levels of
protection of intellectual property may be interpreted as the application
of TRIPS rules as interpreted by the EU.

The EU’s approach to intellectual property in third countries, in-
cluding developing countries, can also be gleaned from the EU Strategy
for the Enforcement of Intellectual Property Rights in Third Countries.
The Strategy provides useful insights into the EU approach. Providing
that the EU does not intend to “impose unilateral solutions’ to the prob-
lem of enforcement or, to “propose a one-size-fits-all approach”,**®® the
Strategy seeks, among other things, to identify priority countries and to
revisit its approach to intellectual property chapters in bilateral agree-
ments with a view to inter alia strengthening enforcement clauses.™™

%7 See Article 46 of the Agreement. Available a hitp://europaeu.int/comm/
development/body/cotonow/index_en.htm.

1% Emphasis added.
1% European Union, Directorate General for Trade, (2004), Brussels, p. 3.
170

Id., p4.
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Consequently, although not so explicit, the EU approach to intellectual
property in developing countries seems to be also fairly predominated
by market access concerns as opposed to improving availability and ac-
cess to essential products including medicines.

Finally, unlike the United States, the EU has taken measures to
implement the 30 August Decision. In addition to action at the European
level, individual European countries such as the Netherlands and Nor-
way have enacted legidation. However, the EU’s Draft Regulation,
aimed at uniformly implementing the 30 August 2003 Decision within
the Union, has been criticized for, among other things: establishing addi-
tional conditions which are not required in the WTO Decision, which
may discourage potential suppliers; imprecisely defining other condi-
tions such as those relating to the time frame for prior negotiations; lack-
ing instruments to promote the transfer of technology and capacity
building in pharmaceuticals in developing countries and LDCs; and,
excluding non-WTO member countries from the possibility of importing
products under the system.*"*

I11.2.1 Recommendations

The EU trade policy with respect to intellectual property protection in
third countries, especialy developing countries, is much more nuanced
and favourable to public health in developing countries than the United
States policy. The stated policy, anong others, is aimed at ensuring that
intellectual property rights are supportive of public health objectives and
that accession to international instruments referred to in the TRIPS
Agreement isin line with the level of development of developing coun-
tries or, at least ACP countries. Thisisagood policy vis-a-vis develop-
ing countries. However, the EU’s policy of ensuring an adequate and
effective level of protection of intellectual property rights, and other
rights covered by TRIPS in ACP countries in line with the international
standards, raises concerns.

The EU intellectual property enforcement strategy which seeks,
among other things, to identify priority countries and to revisit its ap-

" Correa (2004c).
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proach to intellectual property chapters in bilateral agreements with a
view to inter alia strengthening enforcement clauses, seems aso to be
implicitly predominated by market access concerns, as opposed to im-
proving availability and access to essential products including medicines.
Finally, although the EU’ s efforts to implement the 30 August Decision
to enable the production and export of pharmaceuticals to developing
countries with insufficient or no manufacturing capacity must be ap-
plauded, care should be taken to ensure that the conditions imposed on
such exports do not lead to disincentives to generic producers.

In this regard, the EU should consider, among other actions:

¢ clarifying the meaning of the notion of “ensuring an adequate
and effective level of protection of intellectual property, in
line with international standards’, in the Cotonou Agreement
and its enforcement strategy in third countries, so asto ensure
that the phrase does not result in the imposition of TRIPS-
plus standards and, that it does not mean that TRIPS flexibil-
ities, such as test data protection, must be interpreted by de-
veloping countriesin line with the EU interpretation; and,

e reviewing and revising its draft regulation relating to exports
under the 30 August Decision, to ensure that no additional
conditions, which are not required in the WTO Decision, and,
which may discourage potential suppliers are imposed; that
there are precise definitions of other conditions such as those
relating to the time frame for prior negotiations; that there are
instruments to promote the transfer of technology and capac-
ity building in pharmaceuticals in developing countries and,
that non-WTO developing countries have the possibility to
import products under the system.

[11.3 Japan, Canada and Switzerland

Although Japan, Canada, and Switzerland do not boast the same eco-
nomic, military and political clout that the United States and EU com-
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mand in international affairs, they are important players in the interna-
tional trading and development aid systems. In addition, these countries
are also important players in the world pharmaceutical market. Conse-
quently, their intellectual property related trade policies vis-a-vis devel-
oping countries also play an important role with respect to questions of
access to medicines. This sub-section briefly reviews their approach to
intellectual property and public health in developing countries.

Japan

Japan considers intellectual property as an important component of its
foreign trade policy. Its national strategy on these matters is determined
by the Strategic Council on Intellectual Property.'” Japan’s law on in-
tellectual property, Law No. 122 of 2002,*"® contains several provisions
that are directly related to foreign policy on intellectual property. These
include, Article 16(2) which provides that where intellectual property
owned by judicial persons and other associations that are established
under Japanese laws or by persons who have Japanese nationality, is not
properly protected in a foreign country, the State shall take necessary
measures, such as achieving proper enforcement of rights under intellec-
tual property-related treaties. The Law aso provides in Article 17 that
the State shall take necessary measures to develop an environment in
which Japanese persons can promptly and certainly obtain or enforce
intellectual property rights in countries or regions where an intellectual
property protection system has yet to be sufficiently developed.

This approach is expressed in practical terms through Japan’s ne-
gotiations of FTAs and other bilateral trade agreements. The current
policy of Japan with respect to FTAs is contained in the Basic Policy
towards further Promotion of Economic Partnership Agreements ap-

2 The Council consists of the Prime Minister, the Chief Cabinet Secretary, the
Minister of State for Economic and Fiscal Policy and IT Policy, the Minister of
State for Science and Technology Policy, the Minister for Public Management,
Home Affairs, Posts and Telecommunications, the Minister of Justice, the Min-
ister of Education, Culture, Sports, Science and Technology, the Minister of
Health, Labour and Welfare, the Minister of Agriculture, Forestry and Fisheries
and the Minister of Economy, Trade and Industry as well as experts. For details
see http://www.kantei.go.jp/foreign/policy/titeki/index_e.html.

Bpvailable at
http://www.kantei .go.j p/foreign/policy/titeki/hourei/021204kihon_e.pdf.
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proved by the Council of Ministers on the Promotion of Economic Part-
nership on 21 December 2004.”*™ Based on this policy and its predeces-
sors, Japan has concluded EPAs with Singapore and, has reached
agreements in principle with the Philippines. There are aso on-going
negotiations with Thailand, Malaysia, and the Republic of Korea as well
as negotiations with the Association of South East Asian Nations
(ASEAN) countries which were initiated in 2005.” Under the Japan-
Singapore Agreement, athough there are no detailed rules on intellec-
tual property, the Agreement identifies cooperation in intellectual prop-
erty as an objective of the Agreement and, includes intellectual property
rights in the definition of an investment.

Overall, the Japanese law and stated policy does not give a very
good idea on how intellectual property and public health should be dealt
with in its relations with developing countries. Therefore, it is difficult
to make conclusions as to whether the policy is as aggressive as the
United States policy, as nuanced as the EU policy or otherwise. How-
ever, one indicator of Japan’s attitude could be its actions with respect to
the implementation of the 30 August Decision to enable developing
countries with no manufacturing capacity access to generic medicines
from Japan. Japan has taken no measures to implement the Decision.
Japan’s overall position in international negotiations and discussions on
intellectual property, including in the WTO, WIPO and the WHO, has
also been seen as a replica of the United States position including that
on intellectual property and public health.

Canada

Canada does not have a clearly stated policy regarding intellectual
property in third countries, particularly with respect to intellectual prop-
erty and public health. However, intellectual property protection abroad
is mentioned as an important issue within the international policy state-
ment'"® and, there is a formal position on intellectual property with re-

174 Available at

www.kantei.go.jp/foreign/policy/index/keizairenkei/041221kettei_e.html.

!> For more information on these devel opments see

http://www.mofa.go.j p/policy/economy/fta/index.html.
176 Available at http://itcan-cican.gc.calips/menu-en.asp.
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spect to multilateral and bilateral negotiations.*”” Under the Policy
Statement it is stated that, “ As Canadians trade internationally, they may
encounter roadblocks such as ... alack of respect for intellectual prop-
erty rights’.*® Regarding its position on multilateral and bilateral intel-
lectual property protection, it states with respect to the negotiations on a
Fee Trade Area of the Americas (FTAA) that, “Our immediate priority
isto ensure full implementation of the current international rules (i.e. the
TRIPS provisions) rather than to seek broadened intellectual property
rights.” Apart from the North America Free Trade Agreement (NAFTA),
other FTAs involving Canada with developing countries, such as those
with Chile and Costa Rica, do not have detailed intellectual property
provisions. Under the Canada-Israel Agreement'’ for example, Article
9.1 provides that the rights and obligations of the Parties relating to in-
tellectual property rights shall be governed by the TRIPS Agreement.

Regarding international commitments such as the implementation
of the Doha Declaration on the TRIPS Agreement and Public Health,
Canada, under its Bill C-9, distinguished itself as the first country to
move to implement the 30 August Decision to enable the export of ge-
neric medicines from Canada to those developing countries with no or
insufficient manufacturing capacity in the pharmaceutical sector. ** Al-
though there were intense debates regarding the formulation of the pro-
visions and, the law has been criticized for certain flaws, such as the
inclusion of a list of products, this was an important step.*®! Time will
tell whether the legidation is effective.

From the above, it can be concluded that Canada has made impor-
tant efforts to take into account the public health interests of developing
countries in implementing its foreign trade policy. This approach should

7 Available at http://www.df ait-maeci.gc.caltna-nac/other-en.asp.

8 1bid, p. 12.
9 Available at http://www.dfait-maeci.gc.caltna-nac/cifta-en.asp.

1% For details see
http://www.parl.gc.calcommon/Bills_|s.asp?Parl=37& Ses=3& 1s=C9.

181 For a comparative analysis of the Canadian Law see Elliot, R, “Generics for

the developing world: a comparison of three approaches to implementing the
WTO decision”, Scrip Magazine, 24 November 2004. Available at
http://www.ai dslaw.ca/M ai ncontent/issues/cts/ Scrip-article-RElliot-241104.pdf.
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be encouraged although there is need for further action, especialy to
provide more clarity on the intellectual property policy with respect to
third countries. Criticisms such as those levelled at Bill C-9 aso need to
be taken into account in the future and in the further development of the

policy.

Switzerland

Switzerland, like Canada and the EU has no stated policy on intellectual
property protection in third countries generally or, with respect to intel-
lectua property and public health in particular. However, Switzerland
has been an important player in the international debate on intellectual
property and public health, pursuing in the main a policy mirroring the
demands of its pharmaceutical industry.'® Switzerland has also con-
cluded numerous Agreements on trade and economic cooperation
(TECA) and Free trade Agreements (FTA) with third countries, cover-
ing among other disciplines intellectual property.™ In recent years,
Switzerland has been negotiating FTAs together with other European
Free Trade Association (EFTA) countries.® Negotiations undertaken
within this framework include the on-going negotiations with countries
of the Southern Africa Customs Union (SACU) and Thailand.'®® Al-
though no clear picture has yet emerged about the Swiss demands on
matters relating to intellectual property and public health, its approach in
these negotiations has been criticized as having a high potential for im-
posing TRIPS-plus standards on the developing countries involved in-
cluding with respect to public health.*#

182 For a flavour of the Swiss position see the minutes of the TRIPS Council

especialy those relating to the debate before the Doha Declaration in 2001 and
with respect to the paragraph 6 negotiations. Available at http://www.wto.org

183 For alisting and details of the various agreements see
http://www.igECh/E/jurinfo/j13001.shtm

8 EFTA is made up of the non-EU western European countries, namely, Swit-
zerland, Norway, Liechtenstein and Iceland.

1% Details including those on concluded agreements are available at
http://secretariat.efta.int/Web/L egal Corner/

1% For a critique, see e.g. Berne Declaration “TRIPS-plus’ through EFTA’s
back door -How Free Trade Agreements concluded with EFTA-States impose
much stronger rules on Developing Countries for IPRs on life than the WTO”,
November 2004 (on File with authors).
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With respect to the 30 August Decision, it is notable that Switzer-
land, which hosts both WTO and WHO, has taken no concrete steps and
is yet to implement the Decision. These are important  omissions which
reflect on the seriousness with which Switzerland takes the issues re-
lated to intellectual property and public health in devel oping countries.

111.3.1 Recommendations

Japan, Canada and Switzerland are important players in the international
discussions on intellectual property and public health and, have impor-
tant interests in the pharmaceutical markets in developing countries
based on the interests of their export industries. Although their stated
policies do not seem to pose as serious athreat to public health in devel-
oping countries as the policies of the United States and the EU, there are
important concerns. In this regard:

e these countries should consider clearly stating their policies
with respect to the protection of intellectual property and ac-
cess to essential medicines in developing countries, with a
view to ensuring that their approaches to this question are in
line with the objectives of developing countries in promoting
access to medicines for diseases that disproportionately affect
them;

e Japan and Switzerland as important players in the world
pharmaceutical market should take immediate measures to
enact legislation to implement the 30 August Decision and
any subsequent amendments to the TRIPS Agreement;

e dthough Canada's efforts, particularly in implementing the
30 August Decision should be applauded, steps should be
taken to ensure that its legislation does not contain provisions
which make it difficult to export generics under the Decision.






V. BILATERAL AND REGIONAL FTAS: PRACTICAL IMPLI-
CATIONS FOR ACCESS TO MEDICINES IN DEVELOPING
COUNTRIES

The adoption of the TRIPS minimum standards resulted in a significant
loss of policy flexibilities, especially for developing countries, in regu-
lating the granting and use of pharmaceutical patents and controlling the
cost of medicines. However, the Agreement left some room for coun-
tries to put in place public interest measures including measures to pro-
tect public health. At Doha, WTO Members reaffirmed the right of each
Member to use to the full, the provisions of the TRIPS Agreement
which provide flexibility for protecting public health and, in particular,
for promoting access to medicines for all.

Through these flexibilities governments can address problems of
lack of innovation for diseases that affect their pogulations, high phar-
maceutical prices and restrictions on availability.* In particular, gov-
ernments can allow different types of exceptions to the rights conferred
by patent rights; they can issue compulsory licences to allow third par-
ties to make generic versions of patented medicines; they can permit
parale imports by adopting an international exhaustion regime; they
can take remedial measures against pharmaceutical companies which
engage in anti-competitive practices; they could limit the types of inven-
tions on which pharmaceutical patents can be granted; they can acceler-
ate the introduction of generics into the market by allowing third party
testing, manufacturing and export for purposes of meeting regulatory
approval requirements; by not extending patent terms on the basis of
regulatory delays in registration of medicines; and they can alow regu-
latory agencies to rely on test data provided by the originator of the
product to register generics.

187 See Abbott (2004b), p. 4.
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Recent FTAs between developing and developed countries, par-
ticularly FTAs involving the United States, have been cited by govern-
ments, international organizations, civil society groups and academics as
having a serious potential to undermine the use of the TRIPS flexihil-
ities for public health purposes and, for promoting innovation in respect
of diseases that disproportionately affect developing countries’ popula-
tions. The elimination or narrowing of TRIPS flexihilities raises a num-
ber of real and potential problems for developing countries. By reducing
or otherwise circumscribing their ability to use these flexibilities, FTAs
pose a great danger to the production and availability of medicines in
developing countries.

Despite these potentially serious problems, developing countries
continue to conclude FTAs with the United States with fairly similar
provisions on intellectual property. While these countries accept that
they are losing TRIPS flexibilities, they seem to consider that overall
there is a net gain for them and the concessions on intellectual property
affecting medicines regulation are justified.’® However, the net gains
analysis presumes that earnings in agriculture or other sectors due to
increased market access would tranglate into an ability to afford higher
priced medicines. Although increased earnings in these sectors may lead
to better earnings for the workers and therefore, a better ability to afford
medicine, it is difficult to see how overall such earnings would improve
the ability of citizens to afford higher cost medicines.

In this Part, we examine the potential practical effects of FTAs as
manifested in the relevant provisions on intellectual property chapters of
recently concluded FTASs, on efforts to promote access to medicines and
for the various options available under the TRIPS Agreement. The FTAS
covered here are mainly the United States FTAs, which are the most
recent and, have been cited in most of the literature as having the most
potential to undermine the use of TRIPS flexibilities to improve access
to medicines.

188 See Abbott (2004b), p.7. Also see e.g., Roffe (2004).
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IV.1 The Object and Purpose of Intellectual Property Protection
and the General Approach to Exceptions

The framers of the TRIPS Agreement agreed that intellectual property
protection in the context of international trade should:

“Contribute to the promotion of technological innovation and to
the transfer and dissemination of technology, to the mutual ad-
vantage of producers and users of technological knowledge and
in a manner conducive to social and economic welfare, and to
the balance of rights and obligations.”**

To achieve this abjective, the Members of WTO agreed that it might be
necessary to adopt measures to protect, inter alia public health.™® The
Doha Declaration affirmed the importance of keegping in mind the object
and purpose of the TRIPS Agreement when interpreting and implement-
ing it. In particular, paragraph 5(a) of the Declaration provides that
“[E]ach provision of the TRIPS Agreement shall be read in the light of
the object and purpose of the Agreement as expressed, in particular, in
its objectives and principles.”

This approach to the object and purpose of intellectual protection
under TRIPS, mirrors the approach of the United Nations on these mat-
ters as exemplified in the Agreement between the United Nations and
WIPO establishing WIPO as a specialized agency.’ Under Article 1 of
the Agreement, the United Nations recognized WIPO as a specialized
agency responsible for: “promoting creative intellectual activity and for
facilitating the transfer of technology...to the developing countries in
order to accelerate economic, social and cultural development”.

In the light of the object and purpose, the general rule on excep-
tions and limitations under TRIPS is that:

189 Article 7 of the TRIPS Agreement.
% See article 8 of TRIPS.
BLWIPO (1975).
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“Members may provide limited exceptions to the exclusive
rights conferred by a patent, provided that such exceptions do
not unreasonably conflict with the normal exploitation of the
patent and do not unreasonably prejudice the legitimate inter-
ests of the patent owner taking into account the legitimate inter-
ests of third parties.” '

A legal interpretation of the meaning of this clause has aready been
rendered by a WTO Dispute Settlement Panel in the Canada-Patent
Protection of Pharmaceutical Products case.'® With respect to the term
‘legitimate interests' of the patent holder in particular, the panel con-
cluded that the: “term must be defined in the way that it is often used in
legal discourse - as a normative claim calling for protection of interests
that are “justifiable” in the sense that they are supported by relevant
public policies or other social norms”.

Overdl, the recent FTAs between the United States and devel op-
ing countries have preserved the language of Article 30.*** However, the
object and purpose of intellectual property protection and the balance
required with respect to public health and other sectors of vital impor-
tance to developing countries, has not been as clearly spelt out in the
FTAs except for in the United States-Chile agreement which makes an
attempt to maintain the object and purpose of intellectual property pro-
tection and, a number of agreements which also preserve the flexibilit
available with respect to the control of anti-competitive practices.’®

192 See Article 30 of the TRIPS Agreement.
193 See the Panel’ s report document WD/DS 114/R.

% see eg., Articles 17.9(3) of the United States-Chile; 15.9(3) of United
States-CAFTA; 15.9(3) of United States-Morocco; and 14.8(3) of United
States-Bahrain Agreements. Except in the Jordan Agreement, where a genera
provisions on exceptions does not appear under the patents section but appears
under the copyright section.

1% See the preamble to Chapter 17 of the United States-Chile agreement. The
United StatessCAFTA Agreement for example, has a clause on competition,
Article 15.15, but thisis not stated in affirmative terms. It provides that:

“Nothing in this Chapter shall be construed to prevent a party from adopt-
ing measures necessary to prevent anti-competitive practices that may re-
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However, the language in the United States-Chile agreement is modified
to espouse the absolute value of intellectual property.’®

The approach to Article 30 of TRIPS in the United States FTAs is
generally consistent with public health objectives. However, there are
two main concerns. First, while thisis a good outcome, there is no cer-
tainty that if there was a dispute in the context of an FTA that the inter-
pretation of the provisions would necessarily follow the WTO panel
approach, especially since there is no well defined object and purpose in
the FTAs, coupled with the application of non-violation claims to intel-
lectual property under the FTAs.®" Secondly, while the general ap-
proach to the exceptions has been preserved, the agreements have in
some cases established specific rules with respect to the actual operation
of these exceptions. Thisis particularly the case with respect to the early

sult from abuse of intellectual property rights set out in this chapter, pro-
vided that such measures are consistent with this Chapter”.

See also Article 17.1(13) of United StatesChile.
1% The preamble in paragraph 6 emphasises that:

“[T]he protection and enforcement of intellectual property rights is a
fundamental principle of this Chapter that helps promote technological
innovation as well as the transfer and dissemination of technology to
the mutual advantage of technology producers and users, and that en-
courages the development of social and economic well-being”.

Consequently, the agreement seems to state as a fact that intellectual property
protection and enforcement inevitably result in the promotion of innovation and
technology transfer. Thisis different to the framing under the TRIPS Agreement
which does not presuppose a causal relationship. Some of the FTAs have a non-
derogation clause with respect to TRIPS rights and obligations. However, it is
not clear that such a clause would override a specific obligation to forgo flexi-
bilities under the FTA.

97 Non-violation complaints refers to claims established under Article X X111 (b)
and (c) of the General Agreement on Tariffsand Trade (GATT) 1994 whereby a
WTO Member can challenge measures taken by another Member not on the
basis of aviolation of arule but, on the basis that the attainment of the agree-
ment’ s objectives is being impeded by the application of an otherwise permissi-
ble measure. For a detailed discussion of the possible implications of non-
violation and situation complaints for public interest flexibilities see Stilwell
and Tuerk (2000). Also see WTO document |P/C/W/349/Rev.1 dated 24 No-
vember 2004,
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working exception and the patenting of new uses for pharmaceuticals.
We discuss the implications of defining the rules with respect to these
two areas below in subsections 1.4 and IV .5.

1V.1.1 Recommendations

The object and purpose of intellectual protection and the relationship
between the purpose of protection and the promotion of technological
innovation and the transfer and dissemination of technology as well as
the promotion of social and economic welfare, is an important balancing
element in the TRIPS Agreement. The object and purpose has important
implications for the use and interpretation of TRIPS flexibilities for pub-
lic health. As confirmed by the Doha Declaration, “[E]ach provision of
the TRIPS Agreement shall be read in the light of the object and purpose
of the Agreement as expressed, in particular, in its objectives and prin-
ciples.” Most of the recently concluded FTAs do not clearly spell out the
object and purpose of the intellectual property chapters, nor do they em-
phasize the importance of technological innovation, transfer of technol-
ogy and the protection of economic and socia welfare.

To ensure that public health flexibilities are fully preserved in
FTAs, the FTAs or a least their intellectual property chapters, must
clearly spell out the object and purpose of intellectual property with a
focus on technological innovation, transfer of technology and the protec-
tion of essential sectors of the economy such as public health. This will
be important not only for preserving the flexibilities, but also for assur-
ing a public health-sensitive interpretation of those flexibilities. There
are divergent interpretations of some of the TRIPS flexihilities such as
the provisions relating to test data protection. Consequently, developing
countries which enter into FTAs should insist on retaining the TRIPS
language on the object and purpose of intellectual property protection
and, on the full implementation of paragraph 5(a) of the Doha Declara-
tion. A clear object and purpose that emphasizes innovation, technology
transfer and the protection of essential sectors and socio-economic wel-
fare, including public health, will aso be critical to ensure that the ap-
plication of non-violation and situation complaints does not undermine
the implementation of the TRIPS flexibilities.
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The approach to Article 30 of TRIPS in the United States FTAS
which is generaly consistent with public health objectives, should be
applauded. However, care must be taken to ensure that the agreements
do not establish restrictive special rules with respect to the actual opera-
tion of some of the Article 30 exceptions. This has been particularly the
case with respect to the early working exception and the patenting of
new uses for pharmaceuticals. Where such rules have been established,
developing countries should either seek to amend the FTAs or, at the
very least seek confirmation through side-letters that these rules do not
restrict the use of Article 30 consistent measures.

V.2 Limitson Test Data Protection and Patent Term Extensions

All the recent FTAs between the United States and developing countries
cover test data protection under provisions relating to “ measures related
to certain regulated products’. These provisions cover test data relating
to pharmaceutical products as well as agrochemica products. This is
one the most problematic areas with respect to FTAs between the United
States and developing countries. The subject matter covered is particu-
larly important with respect to the availability of generics. The most
extensive of these provisions are found in Article 15.10 of the United
States-CAFTA agreement.'* The agreement provides that:

“1. (@) If aParty requires, as a condition of approving the
marketing of a new pharmaceutical or agricultura
chemical product, the submission of undisclosed
data concerning safety or efficacy, the Party shall
not permit third persons, without the consent of the
person who provided such information, to market a
product on the basis of (1) such information or (2)
the approval granted to the person who submitted

1% Similar, but mostly less extensive, provisions can be found in Articles 17.10
of the United States-Chile; 15.10 of the United States-Morocco; 14.9 of the
United States-Bahrain; 16.8 of the United States-Singapore; and 22 of the
United States-Jordan FTAS.
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(b)

©

(d)

such information for at least five years for pharma-
ceutical products and ten years for agricultura
chemical products from the date of approval in the
Party.

If a Party permits, as a condition of approving the
marketing of a new pharmaceutical or agricultura
chemical product, third persons to submit evidence
concerning the safety or efficacy of a product that
was previously approved in another territory, such
as evidence of prior marketing approval, the Party
shall not permit third persons, without the consent
of the person who previously obtained such ap-
proval in the other territory, to obtain authorization
or to market a product on the basis of (1) evidence
of prior marketing approval in another territory or
(2) information concerning safety or efficacy that
was previously submitted to obtain marketing ap-
proval in another territory for at least five years for
pharmaceutical products and ten years for agricul-
tural chemical products from the date approval was
granted in the Party to the person who received au-
thorization in the other territory. In order to receive
protection under this subparagraph (b), a Party
may require that the person providing the informa-
tion in the other territory seek approval in the Party
within five years after obtaining marketing ap-
proval in the other territory.

For purposes of this Article, a new product is one
that does not contain a chemical entity that has
been previously approved in the Party.

For the purposes of this paragraph, each Party shall
protect such undisclosed information against dis-
closure except where necessary to protect the pub-
lic, and each Party shall not consider information
accessible within the public domain as undisclosed
data. Notwithstanding the foregoing, if any undis-
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closed information concerning safety and efficacy
submitted to a government entity, or an entity act-
ing on behaf of the government, for purposes of
obtaining marketing approval is disclosed by such
entity, each Party is required to protect such in-
formation from unfair commercial use in the man-
ner set forth in this Article.

2. With respect to any pharmaceutical product that is subject
to a patent, each Party shall make available a restoration
of the patent term to compensate the patent owner for un-
reasonable curtailment of the effective patent term as a
result of the marketing approval process.

3. Where a Party permits, as a condition of approving the
marketing of a pharmaceutical product, persons, other
than the person originally submitting safety or efficacy
information, to rely on evidence or information concern-
ing the safety and efficacy of a product that was previ-
ously approved, such as evidence of prior marketing ap-
proval in the Party or in ancther territory, that Party:

(@ shall implement measures in its marketing ap-
proval process to prevent such other persons from
marketing a product covered by a patent claiming
the product or its approved use during the term of
that patent, unless by consent or acquiescence of
the patent owner; and

(b) if the Party permits a third person to request mar-
keting approval of a product during the term of a
patent identified as claiming the product or its ap-
proved use, it shall provide that the patent owner
be informed of such request and the identity of any
such other person”.
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While Article 39.3 of the TRIPS Agreement envisages the protec-
tion of test data submitted to governments to meet regulatory approval
requirements and, in particular, provides that in ensuring the effective
protection against unfair competition as provided for in article 10bis of
the Paris Convention,

“Members, when requiring, as a condition of approving the
marketing of pharmaceutical ...which utilize new chemica en-
tities, the submission of undisclosed test data or other data, the
origination of which involves a considerable effort, shall protect
such data against disclosure.”**

Article 15.10 of United StatessCAFTA and other similar provisions in
other FTAs go far beyond this requirement and introduces layers of
complex protections. It is particularly important to note that test data
exclusivity is applied to al new medicines irrespective of whether such
medicines would qualify for patenting.

Paragraph 1(a) of the Article introduces a mandatory five-year
exclusivity period for test data. Article 39.3 of TRIPS, as already dis-
cussed in Part [1(G) above, only requires the application of unfair com-
petition rules as opposed to exclusivity.”® The exclusivity approach is
justified on the grounds that it would enable the originator companies to
recoup their investments. However, the approach raises a number of
problems and is likely to deter generic competition. To require generic
producers to conduct trials on equivalent compounds not only imposes
additional costs which are passed on to the consumer, but also such a
requirement is socially wasteful. %

19 See article 39.3 of the TRIPS Agreement.

% Similar provisions can be found in Articles 17.10(1) of United States-Chile;
15.10(1) of United States-Morocco; 14.9(1) (a) of United States-Bahrain; and
16.8(1) of United States-Singapore. For a discussion of the issues that arise with
respect to the test data provisions of FTAS, see e.g. Correa (2004c), p.5. Also
see Correa (2002) for adetailed discussion of Article 39.3.

21 Abbott (2001), p.29.
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Paragraph 1(b) establishes a prohibition on the registration of ge-
nerics based on evidence of marketing approval or safety and efficacy in
third countries for five years from the date of approval of the originator
in the country.?® The only condition that can be imposed on the origina-
tor company is to require marketing approval to be sought within five
years of registering the product in the other Party to the FTA. This pro-
vision effectively means that even in cases where a developing country
registers medicines based on evidence of foreign registration and does
not therefore require submission of data from the originator company, it
would in any case have to provide marketing exclusivity for five
years.?® This provision can in fact be used to provide exclusivity for up
to 9 years, 11 months and 30 days. For example, if the FTA is between
country A and B, the originator company need only register the medi-
cine in country A and then it can wait for 4 years, 11 months and 30
days and then submit the marketing approval application in country B
and, it would be entitled to five years of exclusivity from that date based

on paragraph 1(a).

Article 39.3 of TRIPS contemplates the protection of data only in
cases where the pharmaceutical in question utilizes new chemical enti-
ties and, where the generation of the data involved considerable effort.
Paragraph 1(c) of Article 15.10 of United StatessCAFTA and similar
provisions in other FTAs eliminate this requirement by requiring data
protection with respect to any new product. A new product is defined
loosely as “one that does not contain a chemical entity that has previ-
ously been approved by the Party.”?* This means that a first registrant
of anew pharmaceutical product may obtain protection even in cases of
old and well-known products.”® It also means that such an entity may

%2 Similar provisions can be found in Articles 16.8(2) of United States-
Singapore; 14.9(1) (b) of United States-Bahrain; and 15.10(2) of United States-
Morocco. This provision does not appear in United States-Jordan; and United
States-Chile.

3 For additional discussion see Abbott (2004a), pp. 6-8.

%4 Similar provisions can be found in Articles 15.10(1) of United States-
Morocco; and 14.9(1) (c) of United States-Bahrain. There is no similar provi-
sion in United States-Chile; United States-Jordan; and United States-Singapore.
05 Abbott (2004a), p.8. Conducting human clinical trials, and even animal trials,
to generate such data also raises critical ethical concerns.
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be entitled to such protection irrespective of whether any effort was
spent in the generation of the data. The rational for such unbridied ex-
clusivity isdifficult to see.

Paragraph 1(d) admits the TRIPS flexibility which alows WTO
Members to disclose information relating to safety and efficacy where it
is necessary to protect the public but, effectively takes away that flexi-
bility by requiring TRIPS level protection for information that would
otherwise not be protectable under TRIPS.?® Under Article 39.3 WTO
Members are not required to provide any protection for data whose dis-
closure is necessary to protect the public.

Article 15.10(2) introduces the principle of patent term restoration
to compensate for unreasonable curtailment of the effective patent term
as a result of a marketing approval process®”’ In addition to the provi-
sions requiring patent term restoration on the ground of regulatory ap-
proval delays, recent FTAs also have additional provisions requiring
patent term extension based on delay in the granting of the patent. For
example, Article 15.9(6) of CAFTA provides that:

“Each Party, at the request of the patent owner, shall adjust
the term of a patent to compensate for unreasonable delays
that occur in granting the patent. For the purposes of this
paragraph, an unreasonable delay shall at least include a de-
lay in the issuance of the patent of more than five years from
the date of filing of the application in the Party, or three
years after a regquest for examination of the application has
been made, whichever is later, provided that periods of time

“®There is no similar provision in the other FTAs. It is important to note how-
ever, that in the cases of Singapore, Bahrain and Morocco there is also no ex-
ception for disclosure where it is necessary for the protection of public health.

%7 Similar provisions can be found in Articles 17.10(2) of United States-Chile;
15.10(3) of United States-Morocco; 23(a) of United States-Jordan; and 16.8(4)

(a) of United States-Singapore. There are no similar provisionsin United States-
Bahrain.
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attributable to actions of the patent applicant need not be in-
cluded in the determination of such delays.”?*®

Some FTAs go even further and require automatic patent term exten-
sions based on an extension in another country. For example, in United
States-Bahrain, Article 14.8(7) provides that:

“When a Party provides for the grant of a patent on the basis
of a patent granted in another territory, that Party, at the re-
quest of the patent owner, shall extend the term of a patent
granted under such procedure by a period equal to the period
of extension, if any, provided in respect of the patent granted
by such other territory”.

The issue of patent term restoration to compensate for time “lost” in
regulatory processesin particular, was one of the issues that the EC had
raised in the Canada-Patent Protection of Pharmaceutical Products
case, claming that patent owners had a legitimate interest in being
granted such extension. In that case, the EC argued that patent owners
who suffer a reduction of effective market exclusivity from such delays
should be entitled to impose the same type of delay in connexion with
corresponding regulatory regquirements upon the market entry of com-
peting products. In particular, the EC argued that:

“[T]here exists no reason why the research based pharmaceu-
tical enterprise is obliged to accept the economic conse-
quence of patent term erosion because of marketing approva
requirements which reduce their effective term of protection
to 12-8 years while the copy producer should be entirely
compensated for the economic consequence of the need of
marketing approval for his generic product, and at the ex-
pense of the inventor and patent holder.”**

% Similar provisions are contained in Articles 17.9(6) of United States-Chile,
15.9(7) of United States-Morocco, 14.8(6) of United States-Bahrain and 16.7(7)
of United States-Singapore.

% See the panel report at para 7.74.
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However, in response Canada argued that:

“[N]otwithstanding the private economic advantage that
would be obtained by doing so, a patentee can have no le-
gitimate interest deriving from patent law in exercising its ex-
clusive use and enforcement rights within the term of protec-
tion to achieve, through exploitation of regulatory review
laws, a de facto extension of that term of protection beyond
the prescribed period, thereby unilaterally altering the bargain
between the patentee and society. In this respect, the interests
of a patentee of a pharmaceutical invention can be no differ-
ent from those of patenteesin other fields of technology.”

After considering both arguments and reviewing the number of coun-
tries that provide compensatory patent terms, the Panel came to the con-
clusion that:

“[T]he interest claimed on behalf of patent owners whose ef-
fective period of market exclusivity had been reduced by de-
lays in marketing approva was neither so compelling nor so
widely recognized that it could be regarded as a “legitimate
interest” within the meaning of Article 30 of the TRIPS
Agreement.”?!

In addition to al the requirements related to the protection of test datain
its own right, the FTAs go even further and link test data protection to
the patent term with the affect that for new products which are also pat-
ented, no generic can be registered, except with the consent or acquies-
cence of the patent owner, during the term of the patent including where
the patent term is extended based on marketing approval ‘delays asdis-
cussed above or, due to delay in issuing the patent as discussed in sub-
section V.7 below. Article 15.10(3) of United Staes-CAFTA embodies
this rule which is also contained in Articles 16.8(4) (c) of United States-
Singapore, 14.9(4) of United States-Bahrain and 15.10(4) of United

19 See para 7.80 of the Panel Report.
! See para 7.82 of the Panel Report.
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States-Morocco. There are no similar provisions in United States-Jordan
and United States-Chile.

Despite al these rules and aterations to the TRIPS rules on test
data protection, the USTR has argued that the FTA provisions would not
affect the use of other TRIPS flexihilities especially compulsory licens-
ing. According to the USTR:

“[I]f circumstances ever arise in which a drug is produced
under a compulsory licence, and it is necessary to approve
that drug to protect public health or effectively utilize the
TRIPS/health solution, the data grotection provision of the
FTA would not stand in the way” .***

However, even if compulsory licences can till be issued, the restrictive
approach to test data protection as shown has its own distinct conse-
guences affecting availability and access to medicines in developing
countries. The effects of these provisions on other flexibilities such as
compulsory licensing are additional consequences.

1V.2.1 Recommendations

There is an obvious public hedth interest in limiting the extent of test
data protection to assure the timely entry of generic medicines and the
use of TRIPS flexibilities including compulsory licences. The current
trend where: a mandatory exclusivity model is applied; the registration
of generics based on evidence of marketing approval or safety and effi-
cacy in third countries is prohibited for five years from the date of ap-
proval of the originator in the country, although the regulatory agencies
in that country do not require the submission of test data; the concept of
utilization of new chemical entitiesis reduced to meaning “one that does
not contain a chemical entity that has previously been approved by the
Party”; TRIPS level protection is required for information disclosed

12 See the letter of the General Counsel of USTR to Congressman Levin dated
19 July 2004 with respect to the United StatessMorocco FTA. Available at
Inside US Trade.
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where necessary to protect the public; and developing countries are re-
quired to introduce patent extension’s due to regulatory delays despite
the clear verdict of the WTO Dispute Settlement panel, has serious
negative consequences for public health objectives. The assurance that
test data provisions would not stand in the way of the TRIPS/Health
solution does not adequately address these concerns.

Consequently:

the United States and other developed countries should take
measures to clarify and, where necessary, amend FTA provi-
sions that unduly restrict the use of test data by public health
authorities and furthermore, extensive and complex protec-
tions such as those contained in the United StatessCAFTA
FTA should be avoided in future agreements;

test data protection provisions should not only not stand in
the way of the use of the TRIPS/Health solution but also with
respect to al measures necessary to assure access to essentia
generics,

developing countries that have aready entered into FTAS
which contain enhanced protections for test data should seek
ways to amend and clarify the FTA provisions relating to test
data to ensure that such protection does not impede the timely
entry of generics;

developing countries that are currently negotiating FTAS
should ensure that al flexibilities contained in the TRIPS
Agreement with respect to test data protection are preserved
and, that at the national level clear rules are established to en-
sure that the operation of the system does not impede the
timely entry of generics on the market; and

as confirmed by the WTO Dispute Settlement panel, the in-
terest claimed on behalf of patent owners on this matter is
neither so compelling nor so widely recognized that it could
be regarded as a “legitimate interest” within the meaning of
Article 30 of the TRIPS Agreement.
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V.3 Compulsory Licences including Licences under the 30 August
Decision and Government Use

Compulsory licensing and government use have been recognized as par-
ticularly important regulatory tools in dealing with the negative effects
of patents in the pharmaceutical sector. Recent FTAS threaten in some
cases to restrict the flexihbilities available to developing countries and to
negate the purpose of the Doha Declaration. These restrictions are at two
levels. First, there are indirect restrictions introduced particularly
through the test data provisions of the FTAs which we have discussed
in sub-section 1.2 above. The second level of restriction which is direct,
but which isfound in a limited number of FTAS, restricts the grounds on
which compulsory licences can be issued negating the Doha Declara-
tion's provision providing that: “Each member has the right to grant
compulsory licences and the freedom to determine the grounds upon
which such licences are granted” .

In particular, the United Staes-Singapore agreement restricts the
grounds for issuing compulsory licensing or exercising government use
powers. Article 16.7(6) provides that:

“Neither Party shall permit the use of the subject matters of a
patent without the authorization of the right holder except in the
following circumstances:

(a) to remedy a practice determined after judicial or adminis-
trative process to be anti-competitive;

(b) in cases of public non-commercial use or in the case of a
national emergency or other circumstances of extreme ur-
gency, provided that:

(i) such use is limited to use by government enti-
ties or third parties authorized by the govern-
ment;

(i) the patent owner is provided with reasonable

and entire compensation for such use and
manufacture; and

13 See paragraph 5(b) of the Doha Declaration.
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(iii) the Party shall not require the patent owner to
transfer undisclosed information in technical
“know how” related to the patented invention
that has been authorized for use without the
consent of the patent owner pursuant to this

paragraph”.

Similar restrictions also appear in the United States-Jordan agreement.
However, the two agreements with these restrictions are somewhat spe-
cia cases. Singapore for example, was one of the countries which
agreed not to use the 30 August Decision except in cases of emergency
or other circumstances of extreme urgency. Although the Decision only
applies to compulsory licences for import, Singapore has clearly sig-
nalled its willingness to restrict its use of compulsory licences to these
situations. The United States-Jordan agreement is specia in the sense
that the FTA was concluded before Jordan became a Member of the
WTO and before the adoption of the Doha Declaration.

Notwithstanding the special nature of these two instances where
the grounds for the issue of compulsory licences have been circum-
scribed, a trend in this direction does not bode well for the international
commitment to facilitate the sustainable use of these important mecha-
nisms. It is a'so important to note that in most developed countries, in-
cluding in the United States, the grounds for the issue of compulsory
licences tend to be broader.

1V.3.1 Recommendations

Compulsory licensing and government use provisions are key features
of a public health focused patent law in any country, developed or de-
veloping. The Doha Declaration confirmed that the use of these provi-
sionsis akey flexibility and, in particular, determined that each country
should have the freedom to determine the grounds for the issue of such
licences. Retaining this flexihility, especially the freedom to determine a
wide range of grounds, is a key measure. Although there has been no
significant erosion of this key flexibility in FTAs in the sense that the
two cases so far are somewhat special, care should be taken to ensure
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that the restrictive approach in the United States-Singapore and United
States-Jordan FTAsis not replicated with other devel oping countries.

WHO and other international bodies should study the implications
of such arestrictive approach for access to medicines in Singapore and
Jordan as a basis for evaluating the desirability of such an approach even
for middle-income developing countries.

IV.4-TheEarly Working Exception

All the recently concluded FTAs between the United States and devel-
oping countries adopt identical language with respect to the early work-
ing exception. They provide that:

“If a Party permits a third person to use the subject matter
of a subsisting patent to generate information necessary to
support an application for marketing approval of a pharma-
ceutical...that Party shall provide that any product pro-
duced under such authority shall not be made, used, or sold
in the territory of that Party other than for purposes related
to generating information to meet requirements for ap-
proval to market the product once the patent expires, and if
the Party permits exportation, the product shall only be ex-
ported outside the territory of that party for purposes of
marketing approval requirements of that Party.” ***

On the face of it this provision appears to conform to the decision in the
Canada-Patent Protection of Pharmaceutical Products case and there-
fore preserves the flexibility in the TRIPS Agreement under Article 30.
The interpretation however, goes further than the Panel’s decision in at
least one respect.

2 See Article 19.5(3) of the US-CAFTA. Also see Article 17.9 (4) of United
States-Chile; Article 15.9(6) of United States-Morocco; and Article 14.8(5) of
United States-Bahrain.
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Exportation under the provision appears to be only permissible for
purposes of registration in that Party meaning that if, for example, a
Chilean company wishes to register its generic product abroad, say in
Costa Rica or Brazil, it will be prohibited from generating the necessary
information and exporting the product for purposes of registration in
Costa Rica or Brazil. This provision will definitely restrict the opera-
tions of generic companies as it attempts to force all tests and production
of quantities necessary for marketing approval to be done country by
country. Even multinational pharmaceutical companies with extensive
R&D facilities would find it difficult to implement such a system where
one would have to establish facilities to undertake marketing approval
related tests in every country where registration is sought. The provision
may also have significant implications for the use of the system under
the 30 August Decision where registration in the importing country is an
important consideration.

1V.4.1 Recommendations

The early working exception has been confirmed as a permissible prac-
tice under the TRIPS Agreement and its advantages for public health
purposes amply demonstrated by its practical application in many de-
veloping and developed countries such as Canada. It is laudable that the
FTAs have in general preserved the TRIPS flexibility. However, the
approach in most of these FTAs has constrained the use of this flexibil-
ity in one significant way.

Requiring that exportation under the FTA provision is only per-
missible for purposes of registration in the country where a third person
used the subject matter of a subsisting patent to generate information
necessary to support an application for marketing approval of a pharma-
ceutical, that is in the country where the tests were carried out, intro-
duces an impracticable system. There is no possibility that generic com-
panies would be able to undertake market approval related research and
tests in each country where they seek registration. This will be the case
in most developing countries.

To mitigate the clear negative implications of this system, imme-
diate measures need to be taken to either:
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e amend the relevant FTA provisions to remove the require-
ment that the export is only permissible for purposes of regis-
tration in the country where the export emanates and, to clar-
ify that export is permissible for purposes of obtaining mar-
keting approval in third countries; or,

e at the very least to clarify through side letters or additional
agreements, that the provision would not stand in the way of
ensuring the timely entry of generics into the markets of
countries where tests for marketing approval can not be car-
ried out nor, the use of other TRIPS flexibilities including
compulsory licensing.

V.5 Exemptions from Patentability

Some recent FTAs seek to define the patentability criteria such as utility
to conform to the United States standard. For example, a number of
FTAs provide that “a claimed invention is industrially applicable if it
has specific, substantial and credible utility”.?*> This language, which is
based on the ‘Utility Guidelines of the United States Patents and
Trademark Office (USPTO), may be problematic in the context of bio-
technological inventions where patent applicants are known to claim
information the effects and application of which they really do not
know.*®

FTAs are also requiring developing countries to provide manda-
tory patents for plants and animals. For example, the United States-
Morocco FTA provides that except where it is necessary to protect ordre
public or morality, including to protect human, animal, or plant life or
health or, to avoid serious prejudice to the environment, “Each Party
shall make patents available for the following inventions (a) plants, and

> See eg., Articles 15.9(11) of United StatessCAFTA and 15.9(11) (b) of
United States-Morocco.

1% Drahos (2004b). This was a submission to the Australian Senate Committee.
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(b) animals’.?"’ Patenting plants and animals is an issue of significant
importance in medicine, including in the area of genomics.

A number of FTAs also specifically require that developing coun-
tries grant patents for new uses of known pharmaceutical products. The
United States-Morocco FTA for example, provides that “the Parties con-
firm that patents shall be available for any new uses or methods of using
known products, including new uses of known products for the treat-
ment of humans and animals’.*® As already discussed, innovation in the
pharmaceutical industry for which patents are claimed varies widely. It
ranges from breakthrough discoveries to minor modifications of existing
medications with the former being rare. The bulk of new medicines are
therefore modified versions of older drugs which however, command
high prices.

Protection of new uses will smply encourage this trend with seri-
ous implications for innovation for new medicines. The patenting of
new uses, which is routinely used for anti-competitive purposes, mainly
to block generic entry, serves no useful innovation or access related pur-
pose. This problem can become quite acute in those countries where
pharmacy laws do not permit generic substitution and/or generic pre-
scribing.

1V.5.1 Recommendations

Patentability criteria and exemptions from patentability are important,
though oft forgotten flexibilities with long-term implications for innova-
tion, technology transfer and the dissemination of technology in the
pharmaceutical sector. Thisis a genera problem but, particularly perni-
cious with respect to biotechnological inventions which are playing an

27 See Article 15.9(2). Although some agreements such as the United States-
CAFTA preserve the flexibilities under Article 27 paras 2 and 3 of TRIPS (See
Article 15.9(2) of United Statess=CAFTA) there is a definite push for patenting
plants and animals, since even in the United StatessCAFTA each party is re-
quired to take all reasonable measures to make patents available for plants and
animals.

18 See Article 15.9(2). Similar provisions are also included in Articles 14.8(2)
of United States-Bahrain.
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ever increasing role in the pharmaceutical sector. Therefore, the notion
of substantial and credible utility as opposed to the TRIPS industria
applicability standard, the push for the mandatory patenting of plants
and animals despite the flexibility in Article 27.3(b) of TRIPS and, the
requirement for patenting new uses of known products under recent
FTAs have very serious implications that need to be addressed immedi-

ately.

No public health-related justification seems to support this emerg-
ing trend. For this reason it is advisable that consideration be given to:

revising and, as necessary, amending recent FTAs to ensure
that there are no long-term negative consequences for phar-
maceutical innovation and the transfer of technology arising
from a permissive patentability criteria that allows patent
clams over information the effect of, and application of
which is unknown, the patenting of plants and animals and
the patenting of new uses of known products, especially sec-
ond medical indications; and

maintaining the TRIPS flexibilities in this area and advising
developing countries currently negotiating FTAs or, that in-
tend to negotiate, to ensure that they retain and use their
TRIPS flexibilitiesin this area

V.6 Parallel Importation

Some FTAs aso restrict and/or prohibit parallel importation. Under Ar-
ticle 15.9(4) of United States-Morocco for example, it is provided that:

“Each Party shall provide that the exclusive right of the patent
owner to prevent importation of a patented product, or a prod-
uct that results from patented process, without the consent of
the patent owner shall not be limited by the sale or distribution
of that product outside its territory”.
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According to the footnote to this provision, the prohibition may
be limited to cases where the patent owner has placed restrictions on
importation by contract or other means. Notwithstanding the footnote
however, the provision effectively prohibits parallel importation. It es-
sentialy allows the patent holders, through contract laws, to segment
markets and maintain price discrimination.

I1V.6.1 Recommendations

While there may be a case for a country like the United States to pro-
hibit parallel importation, the case for developing countries prohibiting
such imports stands on less firm grounds from a public health perspec-
tive. As recommended in Part 11 (D) developing countries should, as far
as possible, adopt an international exhaustion regime, except where
there is evidence that the higher price charges resulting from prohibition
of the importation of cheaper products serves a greater economic or so-
cia purpose. Thisislikely to be only in exceptiona cases, because even
patients in the United States have found it difficult to live with a na-
tional exhaustion scheme resulting in waves of elderly people travelling
to Canadato buy prescription drugs.

Countries such as Morocco which have already entered into an
FTA, should explore ways in which to revise the national exhaustion
provision. For developing countries that are negotiating FTAS, they
should ensure that they preserve their flexibility on this issue and, in
particular, adopt an international exhaustion regime. It is laudable that a
number of developing countries that have entered into FTAS recently,
such as Chile, CAFTA countries and Singapore have retained this flexi-
bility.



V. CONCLUSIONS

Three international legal texts now define the WTO legal framework for
the protection of intellectual property rights in the context of countries
right to take measures to protect public health, including the promotion
of access to medicines. The TRIPS Agreement sets out the minimum
prescribed standards for the protection of intellectual property rights,
within which the means for exercising national discretion and flexibility
in its implementation are specified. The Doha Declaration subsequently
re-affirmed and clarified a number of these flexihilities, but aso pro-
vided a genera rule or principle for the overall interpretation and im-
plementation of the other TRIPS provisions.

Paragraph 4 of the Declaration, not only confirms the right, but
also the obligation of WTO Members to interpret and implement the
TRIPS Agreement in a manner supportive of measures to protect public
health and, to promote access to medicines for all. Finaly, the 30 Au-
gust Decision sets out a system by which the export limitation under
compulsory licensing in TRIPS Agreements is waived so as to allow
production and export under compulsory licence, subject to notification
and other requirements to prevent diversion of the products to unin-
tended markets. Since these texts are not self-executing, it is important
that specific legal provisions be enacted in domestic laws to enable
countries to make full use of the flexibilities.

However, as has been shown in the discussion in this study, the
majority of developing countries have yet to incorporate the full range
of public health-related flexibilities through clear and explicit provisions
within domestic legislation. Much has been written and documented
about the reasons for developing countries lack of progress in imple-
menting the TRIPS flexibilities, thus it will suffice for this study to
highlight the key ones.
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A widespread lack of clarity about the options available, coupled
with the lack of local legal and technical expertise to incorporate and
implement TRIPS flexibilities in national law and policy, are the obvi-
ous and major problems. These countries’ experience in implementing
TRIPS and its flexibilities is limited and requires effective cooperation
between different government agencies and departments, including trade,
health and industry, that may have not had to coordinate before in de-
veloping common policy. In this regard, apart from addressing these
specific problems, it is suggested that there is a need for guidance in
implementing a good policy on intellectual property protection in the
context of public health. Although it is clearly stated that countries are
enabled to take public health measures, it seems less clear what would
constitute such measures.

At the same time, the effects of the intellectua property-related
policies of developed countries and recent FTAS need to be fully exam-
ined and understood. In this context further guidance will be required to
facilitate the incorporation of TRIPS flexibilities into FTAs. Clarity can
be achieved by defining those public health objectives or principles,
which such measures are intended to meet. Policy makers in developing
and developed countries need to construe pro-public health and pro-
access horms and principles to guide their implementation of the collec-
tive legal framework provided by the TRIPS Agreement, the Doha Dec-
laration and the 30 August Decision.

These principles include, but are not limited to, the principle that
intellectual property rules and policies should ensure:

e therapid and effective response to public health needs;

e sustainability of supply of quality medicines at affordable
prices;

e competition, through the facilitation of a multiplicity of po-
tential suppliers, both from developed and developing coun-
tries; and

e the provision for a wide range of pharmaceuticals to meet an
array of health needs, as well as the need to ensure equality of
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opportunities for countries in need, irrespective of their level
of technological capacity, including countries with insuffi-
cient or lack of manufacturing capacity and, irrespective of
their membership of the WTO.






ANNEX |
PATENT LEGISLATION REVIEW

The review of patent legislation was undertaken on the basis of information
compiled from national patent laws, where the laws were available. Additiona
information was sourced from the reports of the TRIPS Council review of im-
plementing legislation, which are available from the WTO website. Supplemen-
tary sources of information included unpublished data, including that collected
for the WHO Network for Monitoring the Impact of Globalization and TRIPS
on Access to Medicines. A breakdown of the patent laws reviewed, and the
sources of information is shown below.

Both patent legislation | Patent legisla- WTO responses | Other source
and WTO responses tion ONLY ONLY ONLY
reviewed

China Cambodia Brunei Laos
Honduras Viet Nam Philippines Mozambique
Indonesia India Sri Lanka

Nicaragua Pakistan CostaRica

Malaysia Egypt Dominican

Paraguay Ghana Republic

Singapore Malawi Jamaica

Peru Mauritius Botswana

Thailand Sudan

Trinidad and Tobago Swaziland

Argentina Tanzania

Uruguay Uganda

Barbados Zambia

Venezuela Zimbabwe

Belize

Kenya

Brazil

Morocco

Bolivia

Nigeria

Chile

South Africa

Colombia

Tunisia

Ecuador

Guatemala

26 countries 14 countries 7 countries 2 countries
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ANNEX 11

STATISTICAL ANALYSISOF PATENT LEGISLATION REVIEW

The tables below indicate the findings of the patent legislation review, in
which the patent law of a country is assessed against a number of key
public health-related TRIPS flexibilities, in order to show the extent to
which countries have incorporated the TRIPS flexibilities. Review asked
the following questions:

1
2.

No o

Are pharmaceutical products patentable subject matter?
Are new use or 2nd use patents excluded under the patent
law?

Is the early working exception specifically provided for in
the patent law?

What other exceptions to exclusive patent rights are pro-
vided for in the patent law?

Which exhaustion regime is adopted in the patent law?
What are the grounds for the grant of compulsory licenses?
Is there a provision for government use or public non-
commercial use of patents?

Isthere a provision for data protection in the patent law?

The review is based the current lawsin force.
The total number of countries reviewed

Asia 13

Latin Americal/Caribbean 19

Africa 17

Totd 49




%ZT 9 (%62) S (%9) T (%0) 0 umouNun

%8 v (%69) T (%0) 0 (%%e¢) € ON

%08 6g (9659) TT (%s6) | 8T (2) | O SOA
uesqqlred spnpo.d
[e101 10 % [e1o 1 By eolBWY Ulte] esy [ed1Insoew Jeyd

¢ Jo1rew 199 [gns aqeiusred s1onpod [eonnedew jeyd a1y

T




9%€E9 TE (@612) 41 (%es) | ot (%669) 6 papnjoxe
jousn|d pamo| |y

%9T 38 (%62) S (2%9) T (045T) 14 umouun

%L.G 8z (9659) 1T (%es) | ot (%19) L pspnjoxs 10N

%9 € (9%69) T (%0) 0 (%3T) 4 pamoyfe A|[ea14109ds

%02 oT (%0) 0 (4] 8 (9%ST) 14 papnjox3

sjuated

ueaqqlred &8N ¢ Joasn MmN

[e101 J0 9% 1oL ©O1LIY ©OIBWY UlleT] esy :Ajiqeiusred

e Jered ay) lBpun papnpxe siered asn |,z J08sn MeUBIY Z




%83 %4 (%69) T (%9) T (9%ST) 14 umouqun
%19 0e (%59) | 1T (%e9) | 2t (7729 L ON
%TE ST (9%62) S (%2g) 9 (@1E) ¥ SOA
ueaqqle)d uondso
[e10 1 JO % [e10L LIy BO1BWY UlleT] esy -%a Bupyjom A|re3q

¢Me| 1uared ayl ul Joj papino.id Ajpeailinads uoindeoxe Bujlom Ajreaayls| ‘g




" sssod
-ind [210/8WWIOD JO [eUISNPUI J0}BUOp S1Je,, 01 Sy 1l JusTed Jo uoieliwI| e Jojapinoid Teyl asoyl ale suosinoid papiom-A|peoid «

%Y Z (%69) T (9%9) T (%0) 0 umouxun

%8 ¥ (268T1) € (2%60) 0 (268) T Ppo141090s SUON

leLalew eoibo|oiqg
Buonpoidai-jps
%iT 9 (9%69) T (%692) g (9%0) 0 pejuered Joasn

asN [e10BWILIOD

%6E 6T (28T1) € ©o2) vT (268T) Z -Uou pue seAlid

%6E 6T (o2T) 14 ©o2) vT (%e2) € Buyoes 1 juoireonp

%28 ov (2665) 0T (%600T) 6T (2658) TT oJeasal o1J1us oS

/ew Ledxg

%8T 6 (%62) g (9%9) T (%e2) € xuossinoid paplom Ajpeolg
uesqqired

[e101 10 % el Bl BO1IBWY UlleT] esy | :paljioads suoiidsoxe Y10

JMe| 1uared ay ul o) papinoid a e s1ybii juared AN DX 01SUONdEOXe BYI0 TRYM




umouxun
%ZT 9 (28T1) € (2%9) T (9%ST) 14 /lesjpun
uosinoid
%0T g (269) T (29) T (%e2) € 101jdXe ON
%ire zT (9%s€) 9 (9612) v (9%ST) 4 feuoieN
%ES [°74 @6TY) L (089) | ¢t (2091) 9 feuolfeuselU |
uesqqlred
[e101 10 % el By BOIBWY UlfeT] esy awibs 1 uolsneyxy

¢Me| uated ay) ul perdope siawifa 1 uollsneyxe YoIym S




'SUO SN0 YJ0M-01-8IN |2} UY1IM S3LIIUNOD JO 0488 IO ‘S91IIUN0D | 10 94T/ ‘Siussalidal SiyL

S91IUN0D GE = (oYY €T) + (Ueaq

-ge) /oWy ullR 1) + (B1SY 6) iom-01-8in|r} Jo punolb uo Joj paijdde aq Aew 1D ai10jeq Aep BuliiNbel S311JUNOD UO SINSILIS 4«
35N JUBWILLIBAOG Japun pPaIS1| SPUNOJB SSPNRUISIYL &

4 T| @0)| 0 %S) | T %0) | © umousun
4 2| @0)| o (%0) | 0 sT) | 2 uossinoid oN
%St 2 | se) | 9 (%83) | 1T (68e) | S [Rousbiewe [euoiieN
%.9 €e | o) | 8 (%6L) | GT ©6LL) | OT a1jgnd /isaReur d1jgnd
%Sv 22 | (@9l) | €t (0ee) | 9 (ee2) | € S} 8 |ceuoses)
Uuo BW 10U puewed
%SG L | @69) | oT (%es) | 0T ©65) | 2L siered wepusded
%6Y ve | (w62) | G ©ov) | T (68e) | § 20119e.4d 3A N IRAWOD- UY
%08 6c | (%88) | ST ©ov2) | vT ©622) | OT }odxepiom 0} a1n|fed
el ueaqq|ed
0 9% | eIl el eIIRWY Ule esy spuno Jb asuadl| Alos|ndwo)d

¢Sasua0l| Alosindwiod Jo jue b ayl Jojspunobaylate reypn ‘9




%9 € (9%60) 0 (9TT) Z (%8) T umouun
%/Z €T (260) 0 (%eh) 38 (208¢g) S uoisinoid 1101(dxe ON
%/9 €e (00T) | /T (96.9) 6 ©@v3) L SOA
uesqq!red
[e101 10 % [e1oL By eOlBWY Ulte ] esy 85N JUBWIU A0S

¢s1uared Joasn el owiwiod-uou 21jgnd Jo asn JusWiu JBA0B Jo}) uosinoid e 8Byl S|

9




NBIABII O LM ON
(%19) () (%92) €T (%¢g3) 0T (2 729)] . /Jesjoun/PeeMSUY 10N
eep ,mau,
(%691) 38 (260) 0 (%92) S (%€2) ¢ | Addns snw siueordde Be| ‘ON
(%ez) 1T (t2) 1% (%T2) 1% (%e2) € (Algeqoud J0) O A
£erep 1s91snoins id
uo Apisiuedijdde | Ao N,
:uoiresife| bunusw
ueaqqlred |dw Jo MOINS 1 |1DUNOD Sd 1Y L
[e101 10 % e ey BIIAWY Ule] esy ul uonisanb o1 asuodsa s A1Unod
%9 € (968T) € (%0) 0 (%0) 0 umoudun
%.E 8T (%L1) 8 (969T) € (CZ7729)] L uossinoud 1191jdxe ON
%.S 8z (%s€e) 9 (ov8) 9T (%9t) 9 A
uesqql.ed
[e1ol Jo % relol eolly eJlloWY ulle esy uoelo.id eleqg

¢Me| 1uated ay1 ul uoieio.d erep Joj uosinoideaBYlS| '







BIBLIOGRAPHY

B

B

B

B

Abbott, F., (2004a) “The Doha Declaration on the TRIPS Agree-
ment and Public Health and the Contradictory Trend in Bilatera
and Regional Trade Agreements’, Occasional Paper 14, QUNO,
Geneva.

Abbott, F., (2004b) “The Cycle of Action and Reaction: Latest
Developments and Trendsin IP and Health”, mimeo.

Baker, B., (2004) “Processes and Issues for Improving Access to
Medicines: Willingness and Ability to Utilize TRIPS Hexibilities
in Non-Producing Countries’, DFID Health Systems Resource
Centre, London.

Chang, H., (2003) Global Economic Development and the Role of
the Sate, Third World Network, Zed Books, Penang.

Chaudhuri, S., (2003) “Generic Competition, Price Control and
Affordability of Drugs in India’, Working Paper No. 478/2003,
Indian Institute of Management Calcutta, Calcutta.

Chaudhuri, S., (2005) “TRIPS and Changes in Pharmaceutical
Patent Regime in India’, Working Paper No. 535/2005, Indian
Institute of Management Calcutta, Calcutta.

Correa, C., (1999) “Intellectual Property and the use of Compul-
sory Licences: Options for Developing Countries’, T.RAD.E
Working Papers 5, South Centre, Geneva.

Correa, C., (2000) Integrating Public Health Concerns into Pat-
ent Legidation in Developing Countries, South Centre, Geneva.

Correa, C., (2001) Trends in drug patenting: Case Sudies, Corre
gidor, Buenos Aires.



178 The Use of Flexibilitiesin TRIPS: Can they Promote Access to Medicines?

L Correa, C., (2002) Protection of Data Submitted for the Registra-
tion of Pharmaceuticals. Implementing the Standards of the
TRIPS Agreement, South Centre and WHO, Geneva.

Ld  Correa, C., and S. Musungu, (2002) “The WIPO Patent Agenda:
The Risks for Developing Countries’, T.R.A.D.E Working Papers
12, South Centre, Geneva.

L Correa, C., (2004a) “Implementation of the WTO General Coun-
cil Decision on Paragraph 6 of the Doha Declaration on the
TRIPS Agreement and Public Health” WHO Department of Es-
sential Drugs and Medicines Policy, Geneva.

[0 Correa, C., (2004b) “Protecting Test Data for Pharmaceutical and
Agrochemical Products under Free Trade Agreements’, mimeo.

Ld  Correa, C., (2004c) “Assessment of the Proposed EU Regulation
on the Compulsory Licensing of Generics for Export to Devel op-
ing Countries’, mimeo.

[  Dhar, B., and C. Rao, (2002) Transfer of Technology for Success-
ful Integration into the Global Economy: A Case study of the
Pharmaceutical Industry in India, UNCTAD, Geneva.

L)  Drahos, P., (2004a) “Intellectual Property and Pharmaceutical
Markets: A Nodal Governance Approach”, Temple Law Review,
vol. 77, pp401-424.

L)  Drahos, P., (2004b) “Submission to the Senate Committee on
Australia-United States Free Trade Agreement”, mimeo.

L)  Federd Trade Commission (FTC) (2003) “To Promote Innova-
tion: The Proper Balance of Competition and Patent Law Policy”,
FTC, Washington D.C.

Ld  Grace, C., (2004) “The Effect of Changing Intellectual Property

on Pharmaceutical Industry Prospects for India and China: Con-
siderations for Access to Medicines’, DFID Health Systems Re-
source Centre, London.



E

E

E

E

E

E

E

E

E

Bibliography 179

Commission on Intellectual Property Rights (IPR Commission)
(2002) Integrating Intellectual Property Rights and Development
Palicy, IPR Commission, London.

Keayla, B.K., (2004) “Review of Patent Legislation of India, In-
donesia, Sri Lanka and Thailand: Measures to Safeguard Public
Health”, WHO Regional Office for South-East Asia, New Delhi.

Lerner, J, and A. Jaffe, (2004) Innovation and its Discontents:
How our Broken Patent System is Endangering Innovation and
Progress and What to do about It, Princeton University Press,
Princeton and Oxford.

Lettington, R., and C. Banda, (2004) “A Survey of Policy and
Practice on the Use of Access to Medicines-related TRIPS Fexi-
bilities in Malawi”, DFID Health Systems Resource Centre, Lon-
don.

Lettington, R., and P. Munyi (2004) “Willingness and Ability to
Use TRIPS Fexibilities: Kenya Case Study”, DFID Health Sys-
tems Resource Centre, London.

Love, J,, (2001) “Compulsory Licensing: Models for State Prac-
tice in Developing Countries, Access to Medicines and Compli-
ance with WTO TRIPS Accord”, UNDP, New Y ork.

Maonera, F., and C. Chifamba, (2003) Developing a Regional
Legal Framework on Access to Medicines for Protecting Public
Health Needs in the COMESA Region, COMESA, Lusaka.

Maskus, K., and J. Reichman (2004), “The Globalization of Pri-
vate Knowledge Goods and the Privatization of Global Public
Goods’, Journal of International Economic Law 7(2), 279-320.

Musungu, S., (2002) “The Industrial Property Act 2001 and Ac-
cess to Essential Medicinesin Kenya: An Analysis of the Public
Health Safeguards, mimeo.



180 The Use of Flexibilitiesin TRIPS: Can they Promote Access to Medicines?

[ Musungu, S., and G. Dutfield, (2003) “Multilateral Agreements
and a TRIPS-plus World: The World Intellectual Property Or-
ganization (WIPQ)”, Issues Paper 3, QUNO, Geneva and QIAP,

Ottawa.

[ Musungu, S, Villanueva, S., and R. Blasetti (2004) Utilizing
TRIPS Flexihilities for Public Health Protection through South-
South Regional Frameworks, South Centre, Geneva.

L NIHCM (2002) Changing Patterns of Pharmaceutical Innovation,
NIHCM, Washington, D.C.

L  OECD (2004) “Patents and Innovation: Trends and Policy Chal-
lenges’, OECD, Paris.

[  Raghavan, C., (1990) Recolonization: GATT, the Uruguay Round
and the Third World” , Third World Network, Penang.

[ Roffe, P., (2004) “Bilateral Agreements and a TRIPS-Plus World:
The Chile-USA Free Trade Agreement”, Issues Papers 4, QIAP,
Ottawa.

L  Reichman, J., and C. Hazendahl, (2002) “Non-Voluntary Licens-
ing of Patented Inventions. Historical Perspective, Legal Frame-
work under TRIPS and an Overview of the Practice in Canada
and the United States of America’, Issues Paper No. 5, UNC-
TAD and ICTSD, Geneva.

0 Stilwell, M., and E. Tuerk, (2000) “Non-Violation Complaints
and the TRIPS Agreement: Some Considerations for WTO Mem-
bers’, T.RA.D.E Occasional Papers 1, South Centre Geneva.

Ld  The United States Trade Representative (USTR) (2005) the 2004
Foecial 301 Report, USTR, Washington, D.C.

Ld  Third World Network (2003) “Manual on Good Practices in Pub-

lic-Hedlth-Sensitive Policy Measures and Patent Laws’, Third
World Network, Penang.



Bibliography 181

Thorpe, P., (2001) “Study on the Implementation of the TRIPS
Agreement by Developing Countries’, Study Paper No. 7, IPR
Commission, London.

UNCTAD (1996) The TRIPS Agreement and Developing Coun-
tries, UNCTAD, New Y ork and Geneva.

UNCTAD and ICTSD (2005) Resource Book on TRIPS and De-
velopment, Cambridge University Press, Cambridge.

UNDP (2001) Human Development Report 2001: Making New
Technologies Work for Human Development, Oxford University
Press, New Y ork.

Vandoren, P., and J. Van Eeckhaute, (2003) “The WTO Decision
on Paragraph 6 of the Doha Declaration on the TRIPS Agreement
and Public Health”, The Journal of World Intellectual Property,
Vol. 6, November.

Velasguez, G., and P. Boulet, (1999) “Globalisation and Access
to Drugs. Perspectives on the WTO/TRIPS Agreement”, Health
Economics and Drugs Series, EDM Series No. 7, WHO, Geneva.

Watal, J., (2001) Intellectual Property Rights in the WTO and
Developing Countries, Kluwer Law International, The
Hague/London/Boston.

WIPO, (1975) Agreement between the United Nations and the
World Intellectual Property Organization, WIPO Publication No.
111, WIPO, Geneva.

World Bank (2004a) HIV/AIDS Medicines and Related Supplies:
Contemporary Context and Procurement - Technical Guide,
World Bank, Washington, D.C.

World Bank (2004b) Global Economic Prospects 2005, World
Bank, Washington D.C.



TRE

17 Ch. du Champ-d’'Anier
POB 228, 1211 Geneva 19
Switzerland
Tel. (4122) 791 80 50
Fax. (4122) 798 85 31
Email: south@southcentre.org

Chﬂp://www.soufhcenire.org)




