The Global Campaign on Access to Medicines:
Re-shaping intellectual property rules at the World Trade Organisation

The problem

Modern medicines and technology have the potential to
provide solutions to some of the most pressing public
health problems around the globe. However, huge
disparities in health remain. Many of the diseases
causing loss of life and health are preventable or
treatable, yet the poor and vulnerable populations
continue to suffer a high burden of disease. Many
factors contribute to the persistence of the health gap;
including the lack of research and development (R&D)
for diseases that disproportionately affect the poor and
lack of access to safe, affordable and effective medical
treatments for all. Research suggests that
approximately 90% of medical R&D efforts only seek to
address 10% of the global burden of disease.!
Moreover, over two billion people lack access to
essential medicines.?

For over a decade, several NGOs have been
campaigning at the international level to increase R&D
and secure availability and access to medicines to
address priority health needs of those in most need.®
International trade rules and practices have been one
of the focuses of NGO campaigns. In particular,
ensuring international agreements relating to the
protection of intellectual property do not hinder access
to essential medicines. NGOs have been pressuring
States to fulfil their international obligations to enable
access to essential medicines, including adopting trade
practices and using trade flexibilities and safeguards to
protect public health, and implementing national
legislation that prioritises the right to essential
medicines. They have also been pushing States to
abstain from measures that hamper the implementation
of flexibilities and safeguards available under current
international trade agreements.

The international campaign to strengthen access to
medicines

At the time the Uruguay Round of multilateral trade
negotiations was completed and the agreement on
Trade-Related Aspects of Intellectual Property Rights
(TRIPS) came into force in 1995, there was little
awareness of the relation between intellectual property
rights and public health. In particular, it was unclear
how the issue of patent protection for pharmaceuticals
would impact on access to medicines. The World
Trade Organisation (WTO) TRIPS Agreement was
meant to help achieve a balance between two related
public health goals; to enhance incentives for R&D into
new drugs and to ensure affordable access to existing
drugs.” However, by the mid 1990s public health
activists and NGOs were voicing concerns that patent
protection and the new TRIPS rules would lead to

higher drug prices and guard large pharmaceutical
companies against cheaper generic drug competition.
If developing countries were proscribed from promoting
the use of cheap generic medicines, most would be
unable to provide access to medicines to their
populations if high prices made patented medicines
unaffordable.

On October 4, 1996, an event organised by Health
Action International (HAI)® in Bielefeld, Germany,
marked the beginning of sustained NGO engagement
in the international debate on patents and access to
medicines.’ The HAI seminar brought together for the
first time a large group of health, intellectual property
experts, academics, and activists to discuss the impact
of WTO agreements on pharmaceutical patents, prices
and availability of medicines and national public health
policies. Among those present were Ellen t'Hoen’,
James Love® and Dr. Kumariah Balasubramaniam® and
NGOs such as Consumers International (CI), CPTech™
and HAI. The result of the HAI 1996 meeting was a
common stance that intellectual property agreements
could have negative implications for public health and
limit or deny access to essential medicines.
Importantly, it identified the targets of the access to
medicines campaign and paved the way for more
NGOs to join.

“NGOs have been pressuring States to fulfil their
international obligations to enable access to
essential medicines, including adopting trade
practices and using trade flexibilities and
safeguards to protect public health, and
implementing national legislation that prioritises
the right to essential medicines.”

Once a core coalition of health activists and NGOs had
been built, they began to raise the awareness of the
public on the magnitude of the problem of access to
medicines in the developing world and the impact of
trade rules and pushed to place the issue on the
international policy agenda. NGOs such as CPTech
and the HAI network organised workshops and
conferences to increase the understanding of the
issues and strongly lobbied policy makers domestically
in the United States and Europe, as well as developing
country delegates in Geneva. CPTech, which had been
involved in disputes involving health care, intellectual
property and trade policy since in 1994, brought ample
technical expertise to the campaign. HAI united many
NGOs in one large network. Several US-based AIDS
advocacy groups such as Act Up and the Health Global
Access Project (Health GAP) were also important early
on in raising public awareness and putting pressure on
the US government to change its trade and public




health policy. National NGO coalitions in South Africa
and other developing countries were also starting to
take shape, which would come to play a crucial role in
informing the international access to medicines debate.

The first joint success of NGOs and developing
countries in the access to medicines debate was the
adoption of a Revised Drug Strategy (RDS) at the 52™
session of the World Health Assembly (WHA) in May
1999. Throughout 1998 and up to mid 1999,
developing countries and NGOs fiercely fought the US,
several European governments and pharmaceutical
transnationals who strongly opposed any reference in
the resolution to the impact of trade agreements on
access and prices to medicines. The RDS gave a new
mandate to the World Health Organisation (WHO) to
ensure improved access to essential medicines and to
assist countries in their efforts to safeguard public
health while implementing trade agreements.*?

Once the issues had been raised at the WHO, NGO
attention turned to the WTO. The access to medicines
issues were first raised by NGOs in the WTO context in
late 1999 during the Seattle trade negotiations. The
coalition of NGOs made public their demands on
access to medicines in the Amsterdam Statement.'®
NGOs could not participate in the negotiations but they
were able to influence these through media work, side-
events and back-door lobbying of negotiators. Though
the overall trade negotiations in Seattle failed, NGOs
had helped place the issue in the international trade
agenda and at that point influenced the change in US
government trade and intellectual property policy in
regards to access to medicines.™

“The Doha Declaration is a clear example of how
NGOs and developing countries can work together
in a functioning coalition to achieve common
goals.”

The momentum and size of the global campaign on
access to medicines increased when two leading
NGOs; Medicines Sans Frontiers (MSF) and OXFAM,
joined the coalition. MSF had been participating in the
debate since 1998. In September 1999, MSF launched
its own Access to Medicines campaign,’® bringing in
added strength, resources and credibility to the global
campaign. MSF, working on the ground in developing
countries to provide emergency aid for over 30 years
and a large buyer of essential medicines,
systematically provided information about the extent
and development of the public health crisis. Moreover,
having just won the Nobel Peace Prize in 1999, MSF
was highly respected by the both governments and the
public. Oxfam, a large and experienced advocacy
organisation, also played a crucial role in expanding
the reach of the campaign. In February 2001 Oxfam
launched its Cut the Cost campaign, which was critical
in mobilizing mass public opinion through popular
campaigning and extensive media work to press
developed country governments and pharmaceuticals

to change their policies and practice.’® By 2001 other
important NGOs had joined the campaign, including
the Third World Network (TWN)' and the Quakers
United Nations office (QUNO)® in Geneva. Both NGOs
had a long history of working with developing countries
and thus helped strengthen the relationship with
national and Geneva based delegates.

The growing NGO coalition regularly exchanged
information and coordinated their research, advocacy,
campaigning, litigation and technical activities. Through
1999 to 2001 the NGO campaign had a double focus;
building increased public support and awareness and
providing research and technical support to developing
country policy-makers and negotiators related to
access to medicines. NGOs exposed how developing
countries were being pressured domestically by the US
and pharmaceutical firms not to make use of the
available mechanisms and flexibilities under TRIPS.
They also showed that while countries could use
TRIPS flexibilities and safeguards, including provisions
on compulsory licensing and parallel imports to
broaden access to essential medicines, their use was
being opposed by the US, other developed country
governments and pharmaceutical companies.*

A crucial factor to the success of the global coalition
was coordinating action and developing concerted
positions among North and South NGOs and social
movements working either at the grass-roots level or
focusing on international processes. National coalitions
in developing countries such as Brazil and South Africa
were to pressure their governments to implement
TRIPS compliant legislation to protect public health and
promote access to medicines, while international NGO
and public support helped ease the pressure from
developed countries and pharmaceutical transnationals
on developing country trade negotiators.

The main victory NGOs have achieved so far in the
access to medicines campaign has been the WTO
Doha Declaration on TRIPS and Public Health in
2001.° The Doha Declaration is a clear example of
how NGOs and developing countries can work together
in a functioning coalition to achieve common goals.
NGOs played a crucial role in supporting developing
countries in the run up to the Doha Declaration, which
permanently established the primacy of public health
over intellectual property rights and trade rules. The
Doha Declaration also reaffirmed the flexibilities and
safeguards contained under TRIPS to protect public
health and specified how these could be used.
However, it did not offer a solution for countries without
production capacity that wanted to make use of
compulsory licensing. The Doha Declaration also did
not resolve the problem of TRIPS limitations on exports
of generic medicines made under compulsory license.
However, Paragraph 6 of the Declaration did call on
the TRIPS Council to find an expeditious solution to the
problem that would be made into a permanent
amendment to the TRIPS Agreement.



Over the next two years, international NGOs and
experts continued to support developing countries,
particularly the African group, in developing negotiating
proposals on implementing Paragraph 6 of the Doha
Declaration. The technical nature of the work and
differences in the positions between NGOs as well as
developing countries on what could be the best
solution changed the dynamics of global access to
medicines campaign. NGOs were able to work with
developing countries in the elaboration of the text of
the Doha Declaration because of their similarily of
agendas and trustful relationship. During the
Paragraph 6 negotiations, NGOs and developing
countries were unable to reach the same level of trust
and consesus.

On August 30, 2003, WTO members finally agreed on
a mechanism in the form of a temporary waiver to
TRIPS to allow the export and import of medicines
under compulsory licenses.”* The waiver was to
terminate when a final amendment to TRIPS
incorporating the new solution would be made. Many
NGOs and some developing countries were unsatisfied
with the result; the procedures were considered too
burdensome and unworkable in practice. Most NGOs
were highly critical of the decision.”” Some took the
position that the mechanism was seriously flawed and
needed to be redrawn; while others emphasised that it
needed to be tested and shown to work before it could
be turned into a permanent TRIPS amendment. There
were also divided positions among developing
countries regarding the best way to proceed; both on
the timing and form the amendment should take.

On December 6, 2005, after a long negotiating
process, developed and developing countries came to
an agreement at the WTO the TRIPS Council on a
permanent amendment based on the initial 30 August
waiver.”®> Most NGOs, who had advised developing
countries to reject the deal,”* reacted against the
amendment, pointing that developing countries had
been bullied and too quick to agree to the text.”®> Some
pointed out that delaying the amendment would have
been a far better option, as it would have ensured the
possibilit;/ of testing and improving the mechanism in
practice.”®

NGOs have now turned their attention on new trade
agreements. A pressing concern today is that new
international, as well as bilateral and regional trade
agreements, that include additional requirements to
those set forth in the TRIPS Agreement as they relate
to access to medicines are currently being negotiated
and concluded. Such agreements are undermining the
Doha Declaration on TRIPS and Public Health that the
NGO and developing country coalition worked so hard
to achieve.?’

Successes and lessons learned

NGOs have been able to effectively pressure Western
governments and pharmaceutical companies to
revaluate their policy on trade and intellectual property
as regards to access to medicines and have raised the
public profile of the issues. A number of other
achievements have been made by NGOs in the global
campaign on access to medicines.”®

There are multiple internal and external factors that
accounted for the successes, and drawbacks, of the
campaign. Strong internal coordination helped sustain
the NGO coalition and NGO and developing country
alliance; both which weakened during times of
disagreement. The diversity of NGOs brought a
combination of strengths to the coalition and a natural
division of tasks.

The combined expertise of the NGO coalition included:

o Effective advocacy and campaigning, including
use of media, development of campaign
slogans and presenting the issues in ways
people could understand and relate to the
problems;

0 Strong research and policy analysis;

0 Strategy development and knowledge of
negotiating dynamics;

0 Legal and technical expertise;

o0 Presence on the ground and in Geneva where
the negotiations were taking place;

o Targeting and monitoring pharmaceutical
companies;

0 Access to key information and individuals;

o Close relationships with developing country
government officials and delegations.

The political atmosphere and developing countries’
multiple and at times competing interests and changing
priorities accounted for varied degrees of trust and
political feasibility of the NGO and developing coalition
during different moments in the campaign.
Nonetheless, the Doha Declaration on TRIPS and
Public Health is a clear example that NGOs can work
in an effective coalition with developing countries to
withstand pressure to undertake unfavourable policies
and pro-actively advance their agenda.

As long as the public health problems remain, the
global campaign of access to medicines is likely to
continue. Although current developments may present
a murky picture for the future, NGOs now have a
decade of experience to look back on and draw
lessons from, in order to work in partnership with
governments towards new successes.
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