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I. Introduction

Developing countries argue that the system of minimum
standards enforced by the agreement on Trade Related
Aspects of Intellectual Property Rights (TRIPS) limits access
to medicine’s in developing countries because strict patent
protection leads to increased drug prices. In this system,
compulsory licensing which allows access to a patent without
the previous authorization of the patent holder is one of the
main tools available to developing countries in providing
access to medicine. However, even after the World Trade
Organization (WTO) decision of August 30, 2003 which
implemented paragraph 6 of the Doha Declaration,' for
countries with insufficient manufacturing capability, the only
realistic sourcing mechanism to access to medicine remains
importation. Compulsory licensing, in fact, cannot address per
se the issue of access to medicine with regard to diseases such as
HIV/AIDS, malaria and tuberculosis, which are prevalent in
developing countries and for which the main obstacle to access
is lack of adequate innovation.

With regard to these neglected diseases, the current system
of patent protection has not proven to be capable, by itself, to
provide an attractive return on investment to pharmaceutical
companies in the development of medicine to fight these
specific diseases. The purpose of this article is to analyze
whether patents can still represent an incentive to research and
development (R&D) in developing countries. This article will
argue that patent protection is only one of the instruments
providing appropriate incentives to the private sector in
producing specific kinds of drugs and to assure a minimum

level of quality and quantity. The analysis proposes a long-
term tool to treat diseases such as HIV/AIDS, malaria and
tuberculosis. This system would be designed by integrating
elements from current patent protection mechanisms, price
regulation schemes and prizes. The system of price regulation
calls for lower drugs prices, correcting the effects of patent
protection which increases the price of drugs. A system of
prizes would restore private sector’s interest in producing low
cost drugs, bridging the gap between the needs of developing
countries and the necessity of pharmaceutical companies
to recover the costs of production and to profit from their
investment.

Part II will examine the theory of the commons and
anticommons and will analyse the instrument of compulsory
licenses. Part I1I will provide an alternate solution to the issue
of access to medicine. This section will analyze the solution
adopted by the European Council and will show how patents,
combined with a system of price regulation and prizes, could
represent an adequate instrument address the issue of lack of
innovation and access to medicine with regard to neglected
diseases in developing countries. This article will not discuss
the different policies of price regulation or prizes but will
limit the scope herein to demonstrate that this triple system
of patent, price, and prizes can address the double problem of
“access” and “incentives” to essential medicine in developing
countries.
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I1. Background: Intellectual Property Rights and
TRIPS Agreement

A. The Importance of Intellectual Property Rights in

Biomedical Research: From the Commons to the Anticommons

In 1968, Hardin published an article in Science entitled
“The Tragedy of the Commons™ in which he introduced the
metaphor “tragedy of commons” to help explain overpopulation,
air pollution, and species extinction by showing the effects of
the overuse of a resource.” More specifically, “the tragedy of the
commons” showed how the overuse of Earth’s natural resources
is the effect of “the tragedy of freedom.” When goods are left
unregulated or open to public consumption, they do not
belong to anyone and are susceptible to overuse because no
one has the right to exclude another from using the resource.
Likewise, no one is incentivized to conserve the resource or to
invest in its development.® The consequence is that the absence
of any form of control leads to a lack of adequate incentive
to promote further research and development.® However, the
idea that by ensuring a patent holder an exclusive right over
the results of his research represents an answer to the tragedy
of commons “can solve one tragedy, but cause another.””
The “tragedy of anticommons,” in fact, can be interpreted
as a “mirror” of the tragedy of commons. Each one has the
right to exclude another, but no one has an effective privilege
of use. The resulting effect is the fragmentation of IPRs
(Intellectual Property Rights), slowing further development
and increasing transaction costs, especially in biomedical
research. In 1998, Heller and Eisenberg published in Science
an article where they claimed that biomedical research is one
of several key areas where competing patent rights could
actually prevent useful and affordable products from reaching
the marketplace because too many property rights could lead
to less innovation.'” Consequently, to avoid the anticommons
tragedy, a core bundle of rights has to be conveyed to a single
owner rather than fragment the exclusive right among several
owners.''

In spite of the effects of the anticommons, IPRs seem to
have a particular importance in the pharmaceutical industry
because they encourage innovation much more than in any
other industry."” The patent system is built on the premise
that a patent provides those incentives for innovation that
a common model is not able to provide “by offering the
patent holder a limited right to exclude others from using the
patented product.”"?

At this time, the issue is the effect that IPRs can have
in developing countries. A response to this issue is that in
developing countries IPRs are not able to realize per se the
same incentives than in developed countries. In particular,
developing countries argue that IPRs can block access to
medicine in developing countries because strict patent
protection increases the price of drugs. Eliminating IPRs

would lead to lower drug prices and increase accessibility of
the medicines."

B. TRIPS Agreement and Compulsory Licenses

The TRIPS agreement, enacted in 1994, is an international
framework for protecting trademarks, copyrights, and patents
that required all the State Members to provide mandatory
minimum standards of intellectual property (IP) protection.”

The TRIPS agreement requires patent protection for
“any inventions, whether products or processes, in all fields
of technology, provided they are new, involve an inventive
step and are capable of industrial application.”'® The broad
formulation of article 27 of the TRIPS agreement suggests
that the minimum standards of protection required have to
be applied also to pharmaceutical invention. The enforcement
of the TRIPS agreement displays how, under the pressure of
the “Triumvirate,”" the only available intellectual property
regime is based on a high level of protection of information
and technology through the acknowledgement of exclusive
IPRs. Yielding to the requests of developed countries to
enforce a set of minimum standards to protect IPRs, the
TRIPS agreement shows how its design did not allowed for
the effective participation of developing countries.' Drahos
argues that “in the case of TRIPS a basic and well established
causal mechanism operated coercion.”"’

However, the safeguards provided by the TRIPS agreement
show how the patent regime granted under the TRIPS
agreement is not absolute and is subject to some exceptions.
Articles 7, 8 and 31 of the TRIPS agreement provide a
framework that addresses access to essential medicines and the
public health crisis in developing countries. Article 7 states that
“the protection and enforcement of intellectual property rights
should contribute not only to the promotion of technology,”
but also to the “transfer and dissemination of technology”
in a manner conducive to social and economic welfare, and
to a balance of rights and obligations.”” Furthermore, when
promoting public interest, article 8 provides that States, should
adopt “measures necessary to protect public health” and “to
promote public interest in sectors of vital importance to their
socio-economic and technology development,” providing that
such measures are consistent with the provisions of the TRIPS
agreement.”'

Finally, the main safeguard of the TRIPS agreement is
represented by ccompulsory licenses, a policy tool built to
improve access to essential medicines in developing countries.*
In fact, article 31 of the TRIPS agreement presents an exception
to the exclusive rights of the patent holder and grants the
use of patents without the previous authorization, allowing
developing countries to invoke the public health interest to
grant a compulsory license for the domestic production of
drugs. In other words, the TRIPS agreement balances the
private interest of the patent holder in the exploitation of his
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exclusive right with the broader public interest of providing
access to medicine and recognizes the supremacy of the public
interest over the private.”

The negotiating history of compulsory licenses proves
the resistance shown by pharmaceutical industry in
supporting this instrument. At the present time, Thailand is
being pressured to abandon compulsory licenses issued on
patents and on drugs for AIDS, heart disease and cancer.”
Chile is being pressured to not import a generic version of
an expensive leukemia drug.” Brazil is being pressured not
to issue compulsory licenses for the Gilead drug Tenofovir.?
Moreover in 1998, the U.S. government, supporting the
suit brought against the government of South Africa by the
South African Pharmaceutical Manufactures Association, has
pressured South Africa to repeal the Medicines and Related
Substances Control Amendment Act (“Amendment Act”),
which was enacted to increase the availability of affordable
medicines in this country.”

The main argument against compulsory licenses presented
by developed countries is that compulsory licenses could lead
to an anti-competitive market and possible disincentives
to invention, barring foreign direct investments into local
manufacturing facilities and transfer of technology to
developing countries.” Moreover, the pharmaceutical industry
argues that, in the absence of an adequate system of patent
protection, compulsory licenses can destroy the incentive for
R&D in developing countries.”” Rozek argues that the use
of compulsory licenses by developing countries could create
some quality-control problems for local governments and
the possibility of facing higher costs necessary to control and
regulate the licenses.*

In spite of these challenges, compulsory licenses represent
a fundamental tool in facilitating the availability of drugs
in developing countries and in lowering prices, despite the
high royalty and research costs.’' Brazil has successfully used
compulsory licenses to negotiate affordable drugs to treat
HIV/AIDS and Thailand’s Ministry of Health has issued new
compulsory licenses on patents for the AIDS drug Kaletra and
the heart disease drug Plavix.*

C. Paragraph 6 of the Doha Declaration

In November 2001, the World Trade Organization
Ministerial Conference adopted the Doha Declaration.”® In
this Declaration the WTO Member recognized “the gravity
of the public health problems afflicting many developing
countries and least developed countries, especially those
resulting from HIV/AIDS, tuberculosis, malaria and other
epidemics.”** In the Doha Declaration, WTO Members agree
that TRIPS agreement should not prevent members from
taking measures “to protect public health” and “to promote
access to medicine.””

In spite of these resolutions, paragraph 6 of the Doha

Declaration  shows of WTO Members that
compulsory licenses are not a feasible tool in producing
medicine for those developing countries without a specific
manufacturing capability in this field.** The Declaration
recognizes “that WTO members with insufficient or no

awareness

manufacturing capacities in the pharmaceutical sector could
face difficulties in making effective use of compulsory licensing
under the TRIPS agreement.” Thus, the system is aware
that developing countries without domestic manufacturing
capacity would lose its ability to purchase and import lower-
priced medicines under a compulsory license scheme.

At the same time, but without any specification, the
Declaration recognises compulsory licensing as an instrument
to protect public health and to “promote access to medicines
for all.”** In other words, the Doha Declaration acknowledges
the awareness of WTO Members of the difficulty of some
developing countries in producing drugs through the tool
of compulsory licenses, but failed to define immediately
the solution to this problem for those developing countries
without specific manufacturing capability.

D. The WTO General Council Decision of the 30 August 2003

The WTO decision of August 30, 2003%° establishes
an adequate mechanism which allows developing countries
with insufficient manufacturing capabilities to effectively use
compulsory licensing, by trying to overcome the limitation
of article 31(f) of the TRIPS agreement that prescribes
compulsory licenses are “authorized predominantly for the
supply of the domestic market of the member authorizing
such use.”* In fact, if all the required conditions established by
the decision are met, it waives the limitation that production
under the compulsory licenses has to be “predominantly for
the domestic market.”!

This decision states that any member can export generic
drugs made under the compulsory licenses to meet the needs
of importing countries, providing medicines to address public
health problems.”? In order to benefit from the disposition,
the decision requires several limitations such as: limits the
amount that can be imported to only the amount necessary to
meet the particular needs, and that it must be exported in its
entirety.” The 30 August decision also provides: that adequate
remuneration will be paid for the compulsory license,* that
importing members should take reasonable measures to
prevent re-exportation,” and highlight the available legal
means by which non-importing member states can prevent
diverted pharmaceutical products from being imported into
their markets.* If all these conditions are met, the requirement
to issue a compulsory license predominantly for the supply of
the domestic market can be waived.

This mechanism provides a framework ensuring that
countries without the manufacturing capacity to purchase
antiretroviral medicines. However, under the WTO decision of
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August 30, 2003, for countries with insufficient manufacturing
capability, the only realistic sourcing mechanism to access to
medicine remains importation, considering that at the present
time, only about a dozen developing countries such as China,
Argentina, Brazil, India, South Africa have the manufacturing
capacity to produce generic drugsin a fair quantity and quality.’
Thus, compulsory licenses allow developing countries to have
access to patented drugs-manufacturing procedures, but the
absence of manufacturing capability represents an obstacle to
produce quality medicines. In fact, after the implementation of
the TRIPS agreement, only some countries, such as Zimbabwe
(2003) Mozambique (2004) Zambia (2004), Eritrea (2005),
Ghana (2005), and Cameroon (2005) have issued compulsory
licenses on pharmaceuticals products.*®

Even if compulsory licenses are one of the main safeguards
that provide access to medicine in developing countries, they
can be seen only as a short or middle term tool. In fact,
compulsory licenses alone do not present an answer to the
issue of access to medicine in developing countries because
they cannot be effective in addressing those neglected diseases
such as HIV/AIDS, malaria and tuberculosis and for which
the main problem is still lack of adequate incentive to produce
effective drugs.

III. Discussion of An Alternative Solution:
Patent Protection, Price Regulation and Prizes
as a Long Term Tools

A. First Step: Do Patents Block Access to Medicine?
The Case of New Drugs

Patents and the high prices of drugs are some of the
factors that limit the access to medicines in developing
countries.”” However, most of the essential drugs listed by
the World Health Organization (WHO) are in the public
domain because they are unpatented or because the patents
expired.”® Amir Attaran analyzed how there are only 17 drugs
on the 319 listed by WHO that are patentable, although not
actually patented, “so that the overall patent incidence is low
(1.4 percent) and concentrated in larger markets.”" In spite of
the free or low cost of the most of the essential drugs, access
to medicine is still one of the most important problems in
developing countries.’® In fact, the price of some drugs not
covered by a patent can be inaccessible for most people, even
at an economical and efficient price.”> Moreover, the case of
new drugs is the example that proves how, even considering
that patents can increase the prices of medicine, “the lack of
innovation can represent an even greater barrier to access to
medicine much more than patent or high prices.”*

The lack of adequate innovation and research affects these
drugs, who sometimes are a generic formulation of the existing
drugs and which do not offer significant improvements. The
lack of investment by the pharmaceutical industry suggests

that the new drugs are likely to stall in different stages of
development or fail to reach the market in pre-clinical and
clinical tests.” R&D in new drugs requires significant financial
support since it is a costly and risky activity affected by the
lack of return on investment. The effect is, consequently, the
unavailability of medicines to the people who need them the
most.*

Although targeted development of new drugs for these
neglected diseases should be produced in order to satisfy the
needs of the affected populations in developing countries,
sseveral factors contribute to the difficulty of providing the
quality and quantity of drugs needed.”” Mainly new drugs
for neglected diseases are completely unaddressed because
neglected diseases:

- have low mortality;®

- occur predominantly in developing countries and,

consequently, they do not interest the developed world;
and

- do not offer profitable incomes.”

Other elements, such as the lack of “R&D in neglected
diseases” as well as the lack of “financing and political
commitment,” capacity, and health infrastructure can play
a more significant role in blocking access to medicine in
developing countries.*

The issue is that any kind of incentives to produce these
kinds of drugs is directly affected by the potential profits
that pharmaceutical companies can make by selling the
drugs.®’ In fact, different kinds of diseases lead to different
kinds of production incentives because pharmaceutical
companies invest where they meet the needs of those patients
who can ensure the highest profit margins. For this reason,
pharmaceutical research is mainly focused on drugs for diseases
found in developed countries, whose population is capable
of buying the treatments.” In contrast, these rare diseases
mostly affect people in developing countries, where only a
few patients can pay the high prices and where only limited
private or public investments are directed to diseases. .*

The case of new drugs suggests that, in this field, neither
patent protection nor high prices of drugs can be considered
the obstacle to access to medicine. The solution to this problem
is not only “an issue of access, but of production capacity of
the developing world™* that at the present time is not able per
se to satisfy its own needs.

B. Second Step: Patent Protection Which is the Role
for Patent in Developing Countries?

In addressing R&D for neglected diseases, patents can still
provide an incentive in developing countries. As discussed, in
the case of new drugs designed to combat neglected diseases,
patent protection cannot be considered an impediment in
assuring access to medicine within developing countries. On
the other hand, in the cases of neglected diseases, patents
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have not proven to be able to effectively stimulate adequate
investments. In fact, patent has not ignited R&D in fighting
these diseases in developing countries mainly because patents
are not capable per se to recover the cost of the investments
undertaken by pharmaceutical companies when producing
these drugs. To reiterate, in developing countries patients are
not able to pay the high prices of the drugs and, consequently,
pharmaceutical companies are not able to recover the
investment in producing these needed drugs only through the
patent protection.

Danzon and Keuffel argue that “patent is likely to be an
ineffective mechanism to achieve the dynamic efficiency goal
of stimulating investment in R&D.”® Correa, in particular,
points that it is difficult to prove a direct relationship between
IPR protection and R&D because IPRs are only one of the
several elements that can influence transfer of technology and
foreign direct investment (FDI).* In contrast, Grabowski finds
that patent protection is one of the factors necessary in order
to provide incentives to pharmaceutical and biotechnological
industries needed “to undertake the long costly and risky
investments that characterize the innovative process in
these industries.”” In fact, patents provides pharmaceutical
companies a safeguard which protect their investments
since the patents are capable of securing these companies
the benefits of their research by covering the cost of their
investments.*®

Even assuming the inability of patents in stimulating R&D
per se or to address the needs of developing countries, the
TRIPS agreement presented IPRs protection as a minimum
requirement in promoting research and investment. In fact, by
implementing patent protection and creating an international
system of minimum standards, the TRIPS agreement shows
that IPRs are necessary in order to promote investment in
R&D. In other words, the adoption in the TRIPS agreement
proves that patent protection is inevitable and the issue of
access to medicine cannot be considered without considering
patent protection, independently of the positive effects that
patent protection can really have on R&D.

The remaining issue is whether it is possible to imagine
a system capable of finding a balance between the conflicting
interests of the developing countries and the pharmaceutical
companies which provides specific medicines to developing
countries. In spite of the importance that patent protection
can have, it has still not proven to be by itself, the adequate
incentive for the private sector. This is noteworthy in regards
to neglected diseases, where only a small number of patients
are proportionally afflicted by these rare diseases and most
of them are in situated in developing countries. On this
point, the issue becomes whether a system is able to combine
the interests of pharmaceutical companies to keep patent
protection and recover the cost of investment in producing
drugs for neglected diseases, with the interests of developing
countries that are incapable of paying high prices for drugs.

The next section suggests a possible solution to this question
and proposes a system that can combine patent protection
with price regulation and prizes. Even enforcing a policy
of strict patent protection as required under the TRIPS
agreement, a system of price regulation can allow developing
countries access to medicine at a lower price. A system of
public incentives can bridge the gap between the needs of
developing countries to lower priced drugs and the necessity
of pharmaceutical company to recover the cost of production
and to make a profit.

C. Third Step: How to Get Access to Medicines?
Price Regulation and Public Incentive

In the case of the new drugs, the lack of R&D for
non-profitable diseases requires new legal strategies. Patent
protection does not provide by itself the adequate incentive
to the R&D and remains liable for the high prices of drugs,
consequently affecting access to medicine in poor countries.

Under these circumstances, the protection of IPRs has
to be combined with a protection policy that can encourage
pharmaceutical industries in providing medicines of the
quality and quantity required by developing countries, at a
lower price. This policy should allow the availability of drugs
for diseases such as HIV/AIDS, malaria and tuberculosis that
disproportionately affect developing countries. The strategy
should stimulate R&D in the development of drugs to fight
these diseases in a market that is incapable to provide adequate
profits to pharmaceutical companies and that is not able to
provide remarkable investments. The solution is to bridge the
gap between the investments of pharmaceutical industries in
producing these specific drugs and the low profits that they
can expect by selling these low price drugs mainly to the
markets in the developing countries.

The following section will show how this can be realized by
combining patent protection with a policy of price regulation
and public incentives. The first section will analyze the policy
of price regulation adopted by the Council of the European
Commission with regulation No 953/2003.% The second
section will discuss the system of prizes as a possible public
policy incentive.

a. The Solution Proposed by the
Regulation No 953/2003 of the Council of the

European Commission: Price Regulation

One of the solutions in providing cheap medicines
in developing countries would be to follow the strategy
proposed by the Council of the European Commission with
the regulation No 953/2003.7° The strategy pursued by the
European Union (EU) to enhance access to medicines focuses
on encouraging differential pricing.”’ To accomplish this, on
May 26, 2003 the Council of the European Commission
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adopted a regulation that provides for the intervention of
the European Commission “to avoid trade diversion into the
European Union of certain key medicines.” ?

The goal of this regulation was to establish a legal
instrument that encouraged the pharmaceutical industry to
produce specific kinds and specific quantities of medicines that
address the needs of developing countries at a lower price.”* In
clause 7 of its preamble, the regulation provides that, “there is
a need to encourage the pharmaceutical producers to make
pharmaceutical products available at heavily reduced prices
in significantly increased volumes by ensuring through this
Regulation that these products remain on those markets,”
preventing re-importation into the EU and explicitly
prohibiting the importation of “tiered priced products.””

The European Council (EC) tiered pricing regulation
creates a framework for exporting medicines at reduced cost
from developed countries to developing countries while
preventing their re-importation. The Regulation specifically
states:

Price segmentation between developed country markets
and the poorest developing country markets is necessary to
ensure that the poorest developing countries are supplied
with essential pharmaceutical products at heavily reduced
prices. Therefore, these heavily reduced prices cannot
be understood as a reference for the price to be paid
for the same products in developed country markets.”®

Moreover, the regulation No 953/2003 focuses its
attention on diseases such as HIV/AIDS, TB (tuberculosis),
malaria and related opportunistic infections that do not meet
the profitable standard required by pharmaceutical industries.””
With regard to these diseases the European Council points out
that it is necessary “to reinforce safeguards against diversion
of low priced pharmaceuticals destined for poor markets and
prevent price erosion in developed countries markets”.”® The
regulation lists the developing countries that qualify for this
regulation, and it states that many of the poorest countries
“are in urgent need to access to affordable essential medicines
for treatment of communicable diseases. These countries
are heavily dependant on imports of medicines as local
manufacturing is scarce.””’

In other words, to ensure that developing countries enjoy
access to essential and quality medicines inadequate quantities
and at a reduced price, the “tiered pricing” regulation provides
the following tools:

- “price segmentation” between developed country

markets and the poorest developing country markets;*

- destination for tiered priced products to specific

countries;®!

- application of the regulation to three specific diseases:

HIV, malaria and tuberculosis;®

- comprehensive pricing system which lowers the price

of drugs and to facilitates access to affordable medicine.*

Article 3 of the regulation establishes fixed price
calculations which benefit the provisions requiring that the
price either be no more than 25 per cent of the weighted
average ex factory price charged or no grater than 15 per cent
of the manufacturer’s direct production costs.* If the medicine
fulfills these pricing requirements the regulation provides a
voluntary registration system.® Thereafter, re-importation
of medicines approved by the Commission and registered
under the system into the EU is prohibited.* The applicant
in exchange receives the protection of the registered product,®”
that is easily identifiable as part of the tiered pricing system
through a permanent logo,* and an assurance that the customs
authorities in the European Community are attuned to any re-
importation of its product into the European market.* The
result of this legal framework, in particular in relation to HIV/
AIDS, malaria and tuberculosis, should prevent the diversion
of differentially priced products to high-income markets and
thus encourage a supply of affordable medicines at a lower
price.

A challenge to this regulation would be that this strategy
is based on the voluntary adherence of the pharmaceutical
industry. The absence of a coercive system which enforces this
regulation could be the reason for its ineffectiveness.” In fact,
the control placed on the production and the distribution
channels cannot be sufficient measures that encourage
participation by the pharmaceutical industry.

On the other hand, voluntary adherence could foster
participation since the goal of the regulation is to protect
intellectual property rights. Thus, this system appears to
be compatible with the TRIPS agreement provisions.”” An
international regional differential pricing initiative, like the
EC tiered pricing regulation, has the advantage of being
predictable and subject to systematic controls. Only a limited
number of drugs and diseases are targeted and a specified
number of countries may take advantage of the system.”
However, in order to be effective a system of price regulation
should be combined with a system of public incentives that
can encourage pharmaceutical companies in lowering prices
of drugs as a counter effect to the public incentives. On one
hand, price regulation may be capable of providing access to
medicines at lower prices but, on the other, it may not be
able to address per se adequate incentives to produce drugs
for diseases like HIV/AIDS, TB and malaria listed by the

European regulation.
b. Public Incentive: Prizes

Prizes could represent the public incentive tool that
combined with patent protection and price regulation can
supplant the incomes that pharmaceutical companies will lose
in providing medicines for neglected disease in developing
countries.
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The Medical Innovation Prize Act of 2007 has already
proposed the use of prizes as a tool to resolve the problems of the
high cost and the lack of adequate R&D for “non-profitable”
diseases.” The Medical Innovation Prize Act proposes to
reward invention and to provide incentives for investment in
R&D with a prize fund. In particular, the Prize Act proposes
the elimination of the “exclusivity” conferred by a patent.”
Section 5 of the Prize Act provides, in fact, that “... no person
shall have the right to exclusively manufacture, distribute,
sell, or use a drug, a biological product or a manufacturing
process for a drug or biological product.”” Differently form
the Regulation No 953/2003, this mechanism could contrast
with the standards required under articles 27 and 28 of the
TRIPS agreement, thereby interfering with the intellectual
property rights.”® In fact, not only the TRIPS agreement
seems to require patent protection also for pharmaceutical
products, but, in addition, this tool would conflict also with
the characteristic of “exclusivity” of patents as drawn by the
TRIPS agreement.”

The prize system has usually been seen as alternative to
the patent system or as a counter offer to the patent’s holder
for exclusive right”® Hollis proposed a “voluntary” prize
mechanism that allows pharmaceutical companies to choose
between patents or the prize reward system, presenting
the system of prizes as an “optional reward” system to the
patent.” Love and Hubbard, in contrast, have supported a
“non-voluntary” prize system that can replace the marketing
monopoly produced by the patent system.'® Moreover, Love
and Hubbard suggest “a switch for prices to prizes,” arguing
that a system of prizes as an alternative to price discrimination
could provide in some cases more incentives for new drugs
development.'”!

Why could this system of prizes not be used in conjunction
with the model of patent as required by the TRIPS agreement
and a system of price regulation? The Prize Act recognizes that
patent protection scheme is a way to promote R&D. Clause
8 of section 2 of the Prize Act states that “exclusive rights to
market products are one way to reward successful product
research and development, but not the only way. Prize funds
are another way and have been used successfully to stimulate
inventions and solutions to difficult problems.”** The preamble
of the Prize Act also reflects this understanding. Thus, a new
system of prizes, which maintains patent protection, would
be perfectly compatible with the standards required by the
TRIPS agreement.

The proposed prize system would not cause problems
with the TRIPS agreement. Moreover, prizes would represent
the incentives for pharmaceutical industries to produce
those diseases fighting medicines that, for the reasons shown
above, are not able to attract R&D. In fact, pharmaceutical
companies could cover the cost of medicines that are per se not
profitable through the system of prices. In order to benefit,
pharmaceutical companies should accept the system of price

regulation necessary to produce specific kinds and quantity of
drugs and to address these drugs specifically to the market of
developing countries at a lower price.

¢. Price Regulation and Prizes as Effect of a “Compromise”

Why should pharmaceutical companies accept a system
of price regulation and prizes? Price regulation should be
the effect of a “compromise” between patent holders and
developing countries. Patent holders could maintain the
control of the patent and on production of the drugs, have
access to prizes and accept a system of price regulation based
on the following conditions:

- supply a certain quantity and quality of medicines to an

identified list of developing countries;'**

- separation of the markets in developing countries from

markets in developed;'” and

- free circulation of the drug within the market of the

developing countries indicated into the list as it were a

unique market.'® This provision would, in fact, avoid that

a country which benefits of the lower price can export the

drug to another listed country at a higher price.

- This system could benefit both developing countries

and the patent holder. In fact, developing countries could

benefit from the regulation of prices and the supply of
medicines for diseases like HIV/AIDS, TB and malaria
and secure their r quality and quantity, thus satisfying their
inaccessibility to medicines. In addition, patent holders
could cover their investment through a system of prizes
while keeping control over the patent and, consequently,
the production and distribution channels of the drugs
within developing countries. Moreover, maintaining the
control of production and redistribution, a patent holder
could significantly reduce the risk of the re-importation

of drugs to the developed country’s markets avoiding a

competing parallel importation.'”

This article has not discussed different economic policies
of price regulation and prizes. The author is aware that the
proposed alternative solution to access to medicine must
be to create an efficient economic equilibrium between
this triple policy of patent, price and prizes in order to not
transform this instrument into a tool for further enrichment
of the pharmaceutical companies without any advantage for
developing countries.

IV. Conclusion

Compulsory licenses can be only one of the tools which
enhances access to medicines in developing countries. In the
case of new drugs for neglected diseases, the lack of adequate
R&D requires new legal strategies to promote investment
in medicines to fight HIV/AIDS, malaria and tuberculosis
in developed countries who do not present profitable
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markets. Pharmaceutical companies do not have incentives
for producing drugs for these kinds of diseases because these
drugs are needed mainly by the market of developing countries
where most of the population is not able to pay high prices.

In spite of the importance that patent protection can have
in a system where pharmaceutical companies represent one of
the main actors, this system still has not proven to provide
by itself the adequate incentive needed. This analysis has
demonstrated that patent protection schemes cannot lead per
se to develop R&D because patents are responsible for the
high prices of the drugs and for affecting their availability in
poor countries. The TRIPS agreement suggests that the issue
of access to medicine cannot be evaluated without considering
patent protection, regardless of the positive effects that patent
protection may have on R&D.

This article has proposed an alternative solution capable
of finding a “compromise” between the position of developing
countries and pharmaceutical companies assuring specific
kinds and quantities of medicines to developing countries.
The alternative solution capable of addressing the double
problem of “access” and “incentives” is based on combining
elements the system of patent protection as drawn by the
TRIPS agreement, and by incorporating elements of price
regulation schemes and by awarding prizes. Even by enforcing
a policy of strict patent protection as required under the TRIPS
agreement, a system of price regulation would lower the price
of drugs allowing developing countries access to medicine. The
system of prizes would restore the private sector’s interest for
the lower incomes related to the regulation of the drugs’ prices
and bridgethe gap between the needs of developing countries
and the necessity of pharmaceutical companies to get profits
by their investment.
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