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Preface

Many of the diseases and health conditions that account for a large part of
the disease burden in low and middle —income countries are far less common in
high —income countfries. The pharmaceutical industry certainly prefers to blame
poverty and poor governance, and rejects arguments that patent rights allow
them to set high prices that keep life saving drugs out of the reach of the poor.
Compulsory licensing and government use measures, which allow third parties
or the government to use a patented invention for a royally or fee, are provided in-
some countries’ laws, though not necessarily in their patent laws. But the realis-
tic conditions are not in line with the above opinions. Some developing countries’
access to medicines questions are more and more dangerous and often follow
the public health crisis, which lead to the worldwide views.

In international law, The WTO Agreement on Trade —Related Aspects of Intel-
lectual Property Rights (TRIPs) sets out the minimal norms and standards WTO
Members must adhere to in protecting intellectual property rights. As regards pa-
tents, these include the requirement that 20 —year patent protection be available
for all inventions, whether products or processes, in almost all fields of technolo-
gy. Article 31 of TRIPs allows for the compulsory licensing or governmental use of
patents, without the authorization of the patent owner, under certain conditions.
One such condition, Article 31 (f), is thatthe compulsory License or government
use of the patented invention be predominantly for the supply of the domestic mar-
ket This article lead to access to medicines question in some developing coun-
fries, even ifthese countries which often have insufficient or no manufacturing ca-
pacity in the pharmaceutical sector issue according to law compulsory license.

The 2001 Doha Declaration on the TRIPs Agreement and Public Health recog-
nized that WTO Members with insufficient or no manufacturing capacity in the
pharmaceutical sector face difficulties making effective use of compulsory licen-
sing under the TRIPs Agreement This is because Article 31 (f) prevents WTO
Members with manufacturing capacity in the pharmaceutical sector from issuing
compulsory Licenses authorizing the manufacture of lower — cost, generic ver-
sions of patented medicines for export to countries with litle or no such capacity.
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Council for TRIPs was thus instructed to find an expeditious solution to this prob-
lem and to report to the General Council before the end of 2002.

After two years of negotiations, on August30, 2003, WTO Members agreed to
waive Article 31 (f) and (h), subject to certain terms and conditions, so as to
give Members with pharmaceutical manufacturing capacity the right to issue com-
pulsory Licenses authorizing the manufacture and export of pharmaceutical prod-
ucts to countries with insufficient or no pharmaceutical manufacturing capacity.
The stated purpose of this waiver is to facilitate developing and least — developed
countries’ access to less expensive medicines needed to treat HIV/AIDS, tuber-
culosis, malaria and other epidemics. ltis important to note that the remaining ob-
ligations under Article 31 were not waived.

On December 6, 2005, WTO Members approved changes to the TRIPs A-
greement to transform the August 2003 agreement into a permanent amendment
The amendment will formally become part of the TRIPs Agreement once two -
thirds of WTO Members ratify the change. Members have until December 31, 2009
to do so.

As a first step in the review of WTO Compulsory License Decision ( Deci-
sion), the purpose of this paper is to solicit comments as to how the WTO intel-
lectual property regime can better deliver on medicine - export country’s commit-
ment to improve access to less expensive medicines that are urgently needed to
treat HIV/AIDS, malaria, tuberculosis, and other epidemics in developing and
least —developed countries, while remaining compliant with World Trade Organi-
zation (WTO) rules.

After sophisticated analyses and fit comments, this article gives in the con-
clusion part some conclusions.

The Decision infroduces intricate, time —consuming and burdensome proce-
dures for the exportation of medicines, when what is needed is a simple, fast,
and automatic mechanism. The August 30th mechanism is based on a drug -
by — drug, country — by — country and case — by — case decision — making
process. From a manufacturer’s perspective, it means the whole process must
be undertaken each time it fills an order for a drug destined for export The WTO
Decision flies in the face of the practical reality of managing a health programme,
where flexibility and rapidity of response to ever —changing circumstances are Vvi-
tal. A compulsory license for export can only be granted once the heavy proce-
dural steps have been completed successfully. It did not have to be this way; in
fact the WTO chose to stay away from designing an automatic procedure which
would have been possible under WTO law.

It also ignores the fact that economies of scale are needed to aftract interest

<913



Preface I

from producers: without the pull of a viable market for drugs, generic manufactur-
ers will not seek to produce for export

Indeed, the possibilies that the Decision can enable import of affordable
medicines to. small and poor markets are rather limited. The economic prerequi-
sites are probably going to be difficult to achieve. The Decision can probably not
enable affordable imports under compulsory Licenses when the recipient markets
are not large enough to off —set the substantial costs and risks involved for the li-
censee. These markets are also probably the ones where governments would
have most difficulty in handling the administrative tasks required by the new sys-
tem. At the same time these countries would be the ones most in need of in-
creased bargaining power. There is no obvious way to combine the Decision
with competitive procurement procedures which reduces the possibility for prices
to approach marginal cost The use of donor money could improve purchasing
power but donor rules are not always compatible with use of the Decision.

The system can probably be viable for some situations and for some coun-
tries. However, the larger or more advanced developing counftries can also have
other means of accessing affordable medicines and were perhaps not the ones
primarily intended to be aided by the Decision. Factors outside the WTO may add
complications or make use impossible. Use of the Decision will probably not be
legally possible for countries that have obligations, encouraged through RTAs or
other measures, on pharmaceutical test data or on linking regulatory approval of
medicines to patent status.

My proposed model draws on these solutions and develops them further. In
a nutshell, the model aims to preserve the Conventional International Patent
Régime (CIPR) framework, while creating viable checks and balances in the form
of a flexible model of compulsory licensing. Despite the apparent rift between
CIPR and Access to Patented Medicines (APM), itis still possible to join the two
systems conceptually. Indeed, the proposed model seeks to refine the 2005 WTO
amendment to the TRIPs Agreement An enhanced APM system would not stand
counter to TRIPs but would rather reflect the “sprit” of that Agreement

Each member shall be entiled to determine whether a case at hand consti-
tutes a National Medical Emergency or other circumstances of such extreme ur-
gency that a National Medical Emergency is deemed imminent HIV/AIDS, tubercu-
losis, and malaria, among other epidemics, constitute a National Medical Emer-
gency. The declaration of National Medical Emergency can be cancelled or re-
tracted following a determination that said emergency has ceased to exist or did
not existin the first place. Such a determination may by rendered by A WTO dispute
resolution panel in consultation with the WHO and/or any national health organiza-
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tion and/or authority within the relevant jurisdiction. A WTO member may unilateral-
ly, and at any time, cancel or retract its declaration of National Medical Emergency.

Following a valid determination of National Medical Emergency, a compulsory
license may be issued by the affected member state’s national government to an
entity, located within the jurisdiction of that member state. Such an entity would
need to possess the capacity to manufacture the pharmaceutical product under
the patent A compulsory license shall not be contingent on the approval of the
patent holder of the relevant patented active ingredient The patent holder may pe-
tiion the WTO Dispute Setlement Body or national courts and seek compensation
for its substantiated losses. Such compensation shall be contingent on a show-
ing that the compulsory license was utilized without justification (i. e. , that a Na-
tional Medical Emergency had not occurred) or that actual losses have been
sustained by the patent owner. Absent repayment by local industry, the state is-
suing the compulsory license shall be liable for the payment of damages in the a-
mount equal to the actual profits collected from the sale of the pharmaceutical
product within its jurisdiction.

In addition to sanctioning the production of a patented medicine by a national
industry, and in order to expedite the production of a medication, the compulsory
license may also allow national pharmaceutical research and development enti-
ties to utilize all research data and results that were compiled or reached by the
original patent holder. All member states in which the original patent is registered
will divulge such relevant information. All disputes in this regard will be refereed
by the WTO Dispute Setlement Body, which would consult with WHO and WIPO.

After obtaining a compulsory license, if a member state does not possess a
mechanism capable of producing the needed pharmaceutical product, the state
would be entitted to seek assistance of industries operating within another mem-
ber state (Assisting Member) . The government of the Assisting Member must
give prior consentto such assistance, which consent would be contingent on the
following: (1) License is intended to produce medicines for the consumption of
the citizens and residents of the member state with a declared National Medical E-
mergency only; (2) License will be used by Assisting Member for the sole pur-
pose of exporting the relevant medicine to the member with a declared National
Medical Emergency.

The authorization to extend the license will be granted if the conditions are
established by the state issuing the license. WTO member states undertake not to
circumvent or forfeit rights in any future trade agreement Furthermore, each
member state undertakes to revise any existing free rade agreement, to which it
is.a member, and to amend any provision that negates, undermines, or nullifies

.



Preface I

this chapter. Member states also undertake to revise duly any existing trade a-
greement the terms and conditions of which are counter to the provisions of WTO
Compulsory License Decisions.

All WTO Members should draw conclusions from this: tinkering in the margins
of a basically lawed framework is simply not going to deliver. ‘Canada, which has
committed to a public review of the legislation, and the WTO, responsible for the
new TRIPs rules, need to act on these conclusions. The World Trade Organiza-
tion must review the implementation of the TRIPs flexibilies, and in particular as-
sess the efficacy of recent TRIPs amendments based on the August 30th Deci-
sion, with a view to proposing alternative mechanisms that meet health needs,
are expeditious and take into account the economic reality of global drug procure-
ment In particular, the WTO should explore automatic solutions that do not ne-
cessitate complex time —consuming procedural steps. The Canadian government
must assure a rigorous and tfransparent parliamentary review of the Jean Chretien
Pledge to Africa, one that seriously addresses the fundamental flaws in the legis-
lation; and must use its experience trying to implement the Decision as the basis
to act at the WTO in order to remedy the constraints of the WTO rules governing
the delivery of generic medicines to those in need. All other WTO members
should learn from Canada’s experiences.

So far there has been a limited need to use the system established by the
Decision, but it will become more important in the future. The analysis on com-
pulsory licensing as an instrument for improved access showed that it can be a
useful tool in certain cases. ltintroduces another actor into the market —one that
in contrast to patent holders does not have to be concerned with problems of
prices in developing counties inﬂuéncing prices in high income countries. The a-
nalysis also showed that so far most countries have been able to import essential
medicines using other instruments than compulsory Licenses. However, with the
full implementation of the TRIPs in all countries with meaningful manufacturing ca-
pacity the need for the new system will increase, especially where there is rapid
product development The main advantage of a compulsory License is to provide
a bargaining tool for importers when negotiating with patent holders. The new
system may already have had such indirect effects and strengthened developing
country negotiators, even though nobody has so far completed an attempt to use
the system.
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