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Foreword

When it started, the implementation of the Agreement on Trade Related Aspects of
Intellectual Property Rights (TRIPS Agreement) gave rise to two sorts of reactions:
enthusiasm and rejection. A significant number of TRIPS supporters believed that the
new standards of TRIPS obligations would deliver on its promise of generating an
unencumbered flow of patented goods and technology from developed to developing
countries. At the other end, a likewise significant number of TRIPS adversaries feared
that a considerable transfer of resources from developing to developed countries would
follow as a consequence of increased prices of intellectual property protected articles
and the abuses in the exercise of market power derived from the newly created rights.
Such transfer would be, however, compensated by a significant flow of technology
from developed to developing countries” World Trade Organization (WTQ) Members
that would enable the latter not only to replace imported patented articles with those of
their own making but also to become sources of international trade of patented goods.

Almost twenty years later, the profound change in the international scenario of
intellectual property protection is visible. The TRIPS Agreement has had a deep impact
on the levels of protection of differentiating intangible assets - not only on those that
concern creation and innovation, such as copyright and patents, but also on those that
cover designs, reputation, quality, origin, such as trademarks, industrial designs and
the repression of unfair competition. However, the implementation of the TRIPS
Agreement, especially in the two areas covered by this book - patents and test data -
by a large number of WTO Members has not been entirely achieved, which has to a
large extent frustrated the expectations of developed WTO Members. Indeed, three
fundamental provisions of the TRIPS Agreements have been ignored by a large part of
the WTO Membership: the prohibition of imposing the local exploitation requirement;
the prohibition to exclude inventions from patentability on morality or public order
grounds, unless that exclusion is preceded from a prohibition of their commercial
exploitation and only if that exclusion is necessary to ensure non-exploitation; and the
obligation to accord substantive protection to fest data (i.e., protection against unfair
commercial use) in addition to adjective protection (i.e., protection against unjustified
disclosure).
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In the end, developing WTO Members do not miss an opportunity to express their
disappointment that the TRIPS Agreement has not delivered on the promise to ensure
a permanent and reasonably priced flow of technology. The high prices of new
patented drugs is another reason for complaint against the TRIPS Agreement - whose
main, if not only, initial justification was to put an end to the discriminatory treatment
against pharmaceutical inventions.

Some of those frustrations of developed WTO Members are being addressed by
means of free trade agreements (FTAs). Using card playing as an illustration, things
happen as if a number of players left the main table and took a seat at small tables, to
replay the same game but under new rules, discussed on a case by case basis. By
contrast, the frustrations of developing WTO Members cannot be addressed, because
they result from a misunderstanding of the nature of the Agreement. The TRIPS
Agreement was adopted with a fundamental objective of enhancing the protection of
pharmaceutical inventions. For that objective to be achieved, those WTO Members that
host research-based pharmaceutical companies agreed to pay in the form of granting
market access to the exports of commodities originated in developing countries. In
other words, one should not seek trade-offs within the TRIPS Agreement, in isolation,
but rather by comparing TRIPS standards with concessions made in the other compo-
nents of the WTO Agreement.

This fact has led to a profound change in the way intellectual property is seen in
the multilateral setting. In the nineteenth century, intellectual property was presided by
the perceived need to promote national industry. In the course of the twentieth century,
under the aegis of the Paris and Berne Conventions, other considerations were
accepted, such as the promotion of national development and the protection of human
rights. In 1994, all this changed: intellectual property became a token of negotiations on
market access.

It is this aspect that the adversaries (as well as the supporters) of the TRIPS
Agreement tend to overlook. The only promise that came associated with the TRIPS
Agreement was the increased flow of intellectual property protected articles in ex-
change for an increased flow of commodities (which, actually, can also be protected by
intellectual property).

This fourth edition visits these controversial aspects of the implementation of the
TRIPS Agreement. It comes, however, with a noticeable change in its title. Whereas the
three previous editions were named The TRIPS Regime of Patent Rights, this one is
entitled The TRIPS Regime of Patents and Test Data. The special mention to test data is
caused by the fact that, although closely associated with the regime of patent rights,
test data are a different mechanism and cover different subject matter. Because of that
close association, the previous editions had already an extensive commentary to Article
39.3. But the fourth edition adds more depth and detail to that commentary.

Otherwise, this edition updates the comments to the TRIPS provisions that relate
to patent protection, thereby reflecting the current status of old debates in the TRIPS
Council as well as describing new discussions and topics. The fourth edition also brings
new perspectives on the debate concerning the relation between TRIPS and the
Convention on Biological Diversity (CBD). The proposal to amend the TRIPS Agree-
ment so as to include the requirement to disclose the origin of genetic resources in
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patent applications, albeit supported by a vast majority of the WTO Membership,
continues lingering, and its extremely slim chances of soliciting consensus seem to
have faded away. Therefore, the corresponding comments have been shortened.

One topic, by contrast, has gained more attention - the interface between
intellectual property and competition. The reason for that is the significant rise in the
scrutiny of the enforcement of patent rights in the context of antitrust law. This may be
basically due to the fact that in the last years an increasing number of WTO Members
have enacted anti-monopoly statutes and set national competition authorities. Those
statutes tend to include provisions that directly or indirectly impinge on intellectual
property. Moreover, under the Agenda for Development, the World Intellectual
Property Organization (WIPO) has adopted a work program on intellectual property
and competition policy, aimed at raising the level of understanding of that interface and
permitting the sharing of experiences among its Member States in its regard. Accord-
ingly, comments to Articles 8.2 and 40 have been extended and included, respectively.

Because of its origins and main purpose - to prohibit free riding in pharmaceu-
tical inventions - the TRIPS Agreement has been, is, and will be a controversial
Agreement, and the right measure of its correct implementation will never solicit
consensus. The fourth edition, like the previous editions, does not avoid the contro-
versies - and, actually, proposes a few new ones. But no commentator can analyse the
TRIPS Agreement without stumbling into difficult and controversial matters. At this
point, I am therefore under the obligation to emphasize that all opinions expressed in
this book are exclusively my responsibility, and that they do not necessarily reflect the
views of the Secretariat of the WIPO, which I serve, or its Member States.

Belo Horizonte, MG, Brazil,
15 November 2013
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