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Ethical Reasons for IPR Reform

INTRODUCTION

Human beings are social creatures. They devise rules from sophisticated etiquette to
international trade regimes to facilitate co-existence. One such set of rules is the
intellectual property rights (IPR) system, which grants state protection to creations of
the mind so that the originator can recoup any investment by charging monopoly
prices for a limited period of time. The purpose of such rules is to preserve
incentives for future innovations.'

Whilst often well-intended, social rules can have grievous side effects. The
effect of IPRs on access to life-saving medicines is described as follows by Anand
Grover”:

[A]ccess to medicines forms an indispensable part of the right to
health... Nearly 2 billion people lack access to essential medicines.
Improving access to medicines could save 10 million lives a year, 4
million in Africa and South East Asia. The inability of populations to
access medicines is partly due to high costs.... TRIPS [Trade-Related
Aspects of Intellectual Property Rights Agreement] and FTAs [Free
Trade Agreements] have had an adverse impact on prices and
availability of medicines, making it difficult for countries to comply
with their obligations to respect, protect, and fulfil the right to health.

Grover is the UN Special Rapporteur on the right of everyone to the enjoyment of
the highest attainable standard of physical and mental health. The above excerpt
from his 2009 report expresses Grover’s opinion that:

(1) One third of the world’s population do not have access to life-saving medicines.
This implies that every third person may be left untreated for diseases
ranging from AIDS to Yellow Fever.

(2) Due to (1), 10 million lives are lost each year, which could be saved if access to
life-saving medicines were assured.
Implied in this mortality figure is immense human suffering. Parents lose
their children, children their carer, husbands their wives etc. And a mortality
figure does not even capture the suffering associated with avoidable ill health
and morbidity.

(3) States have obligations to respect, protect, and fulfil the right to health, which
includes assuring access to life-saving medicines for all.

(4) TRIPS and FTAs led to an increase in drug prices and an invariable decrease in
the availability of generic drugs.

Hence, Grover believes, due to (4), countries are hampered in discharging (3), thereby
contributing to (1) and the result of (2).

In other words, in his view, TRIPS and FTAs’ are partly responsible for lack of
access to life-saving medicines and the related deaths.

10 million premature, avoidable deaths per year are a grave ill. In general,
human beings value life and want to enjoy its full length from childhood to
adulthood to seniority. If a human construct (the IPR regime) contributes to so many
deaths per year, it is in very serious need of justification.

2 Singer and Schroeder



Ethical Reasons for IPR Reform

Those defending the IPR regime usually take one of two routes. Either they
argue that creators and inventors have a natural right to IPR protection or they argue
that, on balance, IPR systems contribute positively to human well-being, and
specifically, to the development and availability of life-saving medicines. Both
arguments are moral arguments, one referring to rights, the other to human
flourishing and happiness.

In this report, we shall first examine these two justifications of the IPR regime.
Is there a natural right to intellectual property? Or should IPR systems be judged on
their contribution to social utility? We shall then compare several scenarios of IPR
systems to establish whether any is morally superior to others. In the last part, we
shall focus on the duties of states and pharmaceutical companies to promote any
potentially superior alternative.

INTELLECTUAL PROPERTY AND NATURAL RIGHTS

Two Types of Social Rules

Human communities are organised by social rules, many of which are encoded in
law and administered through courts. Social rules may be understood in two main
ways: they may reflect ultimate moral requirements, whether set down by God or
our innate moral sense, or dictated by reason; or they may be understood as serving
a social purpose within human society.

The constitutional rights of individuals are typically understood in the first
way, reflecting, as John Rawls says, a person’s “inviolability founded on justice
which even the welfare of society as a whole cannot override.”* The inviolability of
these rights applies across the globe and across time, and they are often referred to
as natural rights.” The right not to be killed, suitably circumscribed (to allow for self-
defence, for instance), is considered such a right.® Traffic rules, on the other hand, are
typically understood in the second way, in terms of their social utility as facilitators
of efficient travel. Such social rules are taken to be open to thoughtful revision in
order to preserve or enhance their usefulness under changing conditions. By
contrast, rules expressing natural-law requirements are considered outside the
power of societies to change.

With regard to some social rules, their categorisation into one of these two
categories is contested. Thus, some argue that the social rule against torture is based
on expediency and may therefore be revised or abolished in changed circumstances,
whereas others present this rule as founded on a natural right.”

The social rules that create and define property rights are subject to similar
contention: some assume that such rights should be designed to promote the
common good, specified as economic efficiency, for instance, or poverty avoidance.’
Others, following John Locke, regard legal property rights as implementing pre-
existing natural rights to acquire things and to dispose of them as one pleases.” The
two disputant groups may entirely agree on what the rules should be and yet
disagree sharply on their justification.

Are Intellectual Property Rights Natural Rights?

The same disagreement as outlined on the topics of torture or property rights exists
with regard to IPRs. Some hold that IPRs should be shaped with an eye to the
common good, striking the optimal balance between encouraging innovations and
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ensuring easy access to them. Others believe that innovators have a natural right to
control the use of their innovation. This dispute was in evidence in the 1990s when
affluent states successfully pressured less developed states to accept TRIPS, which
required them to legislate for very extensive IPRs.

Some argued that adopting US-style IPRs would benefit poor countries by
making them more innovative. Others argued that poor countries were morally
required to adopt extensive IPRs in order to suppress the natural-law crimes of
“theft,” “piracy,” and “counterfeiting” that were being committed by copycat
manufacturers within their jurisdictions."

Which position is more defensible? Should IPRs be designed with social
utility in mind or help realise creators’ natural rights? One can offer three arguments
against the latter, natural-law understanding of IPRs.

First, IPRs can be shaped in myriad ways, each specifying differently their
mode of acquisition, scope, or duration. The most controversial debate in this context
surrounds so-called “patents on life”. Whilst patents on complex living organisms,
e.g. pigs', are regularly granted in the United States (US), the Canadian Supreme
Court ruled that higher life forms can not be patented within their jurisdiction.
Hence, the famous oncomouse, patented in the US by Harvard University
applicants, does not fall under patent protection in Canada.”” Interestingly, the
European Patent Office (EPO) rejected Harvard’s patent application for the
oncomouse at first, but then decided to grant the patent arguing that benefits to
humanity outweighed the harm to the mice.” This means that the EPO granted the
patent on grounds of social utility rather than potential natural rights of creators.
The dispute is ongoing given that the German Green Party together with a large
group of organisations is currently lobbying the European Parliament to prohibit
patents on higher life forms in Europe."

Here, it is also important to remember that patents on life were regarded as
incompatible with US patent law in 1971, when the first case was considered. The
now legendary Chakrabarty application (Ananda Chakrabarty had produced a
genetically engineered bacteria that could clean oil spills) was first rejected by the US
Patent and Trademark Office. On appeal, the patent was granted by the Court of
Customs and Patent Appeals by a three over two majority. On a second appeal by
the US Patent and Trademark Office to the US Supreme Court, the patent was finally
granted with a five to four majority. It is clear that opinions were split almost across
the middle on this issue even in the US. As Jeremy Rifkin has put it, this one case
“laid the all-important legal groundwork for the privatization and commodification
of the genetic commons.”" It is certainly not obvious that patents on life are a natural
right of inventors as the above disagreement at supreme court level in several
countries shows.

Second, like ordinary property rights, IPRs often clash with other important
natural rights, such as the right to life. One of the best examples of this tension can
be found in the area of access to life-saving medication, the topic of this report. As
medicines under patent protection are priced under monopoly conditions, their
invariably high mark-ups make them unaffordable to poor patients. Given that IPR
systems provide opportunities to stop generic producers from offering cheap copies
of new drugs, no alternative sources of drug supply will be available to the poor,
hence conflicting with - in the worst scenario - their right to life. The question,
simply put, is whether the creator of a life-saving medicine should have the legal
authority to deny this medicine to those who cannot afford it. (We shall return to this
topic below).

Third, IPRs are not compatible with the very natural-law understanding of
property rights adduced to support them. By asserting an IPR in an innovation, the
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innovator claims not merely rights to the products made from own materials, but
also new property rights over materials owned by others who lose their freedom to
convert their materials into the same products. Such a deprivation of freedom
conflicts with the natural-law understanding of property rights in material items,
which render owners immune to unilateral expropriation by others. If the rights one
has to use one’s own material property cannot be diminished by others without the
owner’s consent, then there can be no IPRs—that is, no restrictions an innovator can
unilaterally impose on what others are allowed to do with their own property.

An example'®: in 1995, the South African Council for Scientific and Industrial
Research (CSIR) obtained a patent concerning the appetite suppressant properties of
a Kalahari succulent, the Hoodia. Efforts at developing commercial products from
the succulent are directed at the anti-obesity market. Since then patents have been
obtained in the US, the UK, Continental Europe and Japan. Given the patent, the
CSIR (or its sub-licencees) can stop competitors from bringing to market anti-obesity
products based on the Hoodia. This means that impoverished communities in
Namibia, for instance, or local farmers are unable to use the Hoodia growing in their
own territories for commercial gain as slimming products. As this is essentially the
only viable commercial opportunity involving this succulent, it renders the plant
worthless in terms of livelihoods. As a result the property right in the physical plant
and with it the right to do with it as one pleases (to sell it for a specific purpose) has
been taken away from physical owners in favour of intellectual property rights."”
One can see here that the common natural-law understanding of physical property
rights—far from showing the way to an analogous natural-law understanding of
IPRs—actually provides natural-law grounds against IPRs.

The above points throw sufficient doubt on the claim that creators have
natural rights to the protection of their intellectual property. It is indeed unlikely
that IPRs can be justified on natural law grounds. However, before we shall move on
to the social utility defence, there is an important line of reasoning, which we have
not yet considered. Whilst natural law does not seem to support IPRs, is it possible
that it might actually mandate against such rights?

As this is not the place for a detailed excursion into natural law theory, we
shall confine ourselves to its most prominent thinker: Thomas Aquinas (1225 — 1274).
According to Aquinas, laws are the dictates of practical reason. Natural law is the
rational, eternal order given to the universe by divine providence. Human beings, as
rational creatures, are subject to natural law “in the most excellent way, in so far as

. [they] partake... of a share of providence” through “an imprint on us of the
Divine light.”"® This explains why natural law and natural rights are universal,
according to Aquinas, independent of local, earthly traditions that may conflict with
it. For him and his followers, natural law is “our intelligent participation in God’s
eternal law”."” It also explains why human beings can know or recognise what is
required of them by the natural law. Given that they participate in eternal law as
rational beings, they are able to identify ethical demands on themselves.

The main ethical demand on human beings, according to Aquinas, is that
“good is to be done and pursued, and evil is to be avoided.” In one’s pursuit of the
good, the most important element is the preservation of human life, or as Aquinas
puts it:

inasmuch as every substance seeks the preservation of its own being,
according to its nature: and by reason of this inclination, whatever is a
means of preserving human life, and of warding off its obstacles,
belongs to the natural law.”
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The protection of human life is therefore paramount to Aquinas and the right to life
is part of natural law. Another part of natural law is private property. According to
Aquinas, “it is lawful for man to possess property” for three main reasons®":

First because every man is more careful to procure what is for himself
alone than that which is common to many or to all: since each one
would shirk the labor and leave to another that which concerns the
community.

Secondly, because human affairs are conducted in more orderly
fashion if each man is charged with taking care of some particular
thing himself, whereas there would be confusion if everyone had to
look after any one thing indeterminately.

Thirdly, because a more peaceful state is ensured to man if each one is
contented with his own. Hence it is to be observed that quarrels arise
more frequently where there is no division of the things possessed.

What then happens when the right to life collides with the right to property, e.g. if
some have more than they need and others are starving? Or if some protect their
intellectual property with the result that they are depriving the poor of life-saving
medication? According to Aquinas, the right to life takes precedence over the right
to property. For him,

whatever certain people have in superabundance is due, by natural
law, to the purpose of succoring the poor.... Since, however, there are
many who are in need, while it is impossible for all to be succored by
means of the same thing, each one is entrusted with the stewardship
of his own things, so that out of them he may come to the aid of those
who are in need. Nevertheless, if the need be so manifest and urgent,
that it is evident that the present need must be remedied by whatever
means be at hand (for instance when a person is in some imminent
danger, and there is no other possible remedy), then it is lawful for a
man to succor his own need by means of another’s property, by taking
it either openly or secretly: nor is this properly speaking theft or
robbery.”

In the natural law tradition, of which Aquinas is the most prominent proponent®,
the right to property or intellectual property is therefore only valid as long as it does
not interfere significantly with the right to life. Whilst Aquinas promotes the concept
of property and hopes that the affluents’ benevolence will help the poor, he supports
the acquisition of another’s property without their consent in situations of imminent
danger to life.

This principle has been upheld by John Locke (1632-1704), one of the most
eminent Western theorists on property rights. According to Locke “charity gives
every man a title to so much out of another’s plenty, as will keep him from extreme
want, where he has no means to subsist otherwise”.*

Does this mean that natural law mandates against intellectual property
rights? We noted at the outset that 10 million people are dying every year due to lack
of access to life-saving medicines and that this grave ill is partly due to the current
IPR regime. Wouldn’t this suggest that natural law forbids IPRs or at least the
current regime? No. The problem is more complex than this, as IPRs also save
millions of lives every year given that they provide incentives for pharmaceutical
research. An assessment of the natural law compatibility of IPRs would therefore
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require for the loss of lives to be higher than the number of lives saved. This is a
calculation that is very difficult to obtain. However, there is a more ambitious
demand that could be drawn from natural law theory, and that aligns better with the
purpose of this report. Ideally, not only would the lives lost be lower than the lives
saved, but the lives lost would be reduced to their utmost minimum. How this could
be done requires an examination of the social utility of IPR systems, a task we shall
turn to now.

THE SOCIAL UTILITY OF INTELLECTUAL PROPERTY RIGHTS

Given our above conclusions on natural rights, IPRs must be assessed by reference to
the common good of humankind. In making this assessment, one must consider the
effects of the system relative to those of its politically available alternatives. These
effects depend on what the world is like: on present facts about resources and
scarcity as well as on the present international economic order and distribution of
wealth. Changes in the world may affect whether current IPR rules are justified—for
example, the rule that gives monopoly pricing powers for 20 years to the creator of a
life-saving AIDS medication.

No IPR Protection

In the context of IPRs, it is sometimes pointed out what the world would look like
without rewarding pharmaceutical innovations through patents. In such a world,
little innovative pharmaceutical research would exist, at least as far as private
companies were concerned. Their successful research efforts would almost
invariably result in economic losses as soon as competitors, unrestrained by the IPR
system, copied their inventions and offered the product at low prices. Given that
they would not have to recoup investment costs, their prices would be much more
attractive than the prices calculated to break even by the originator. As a result, it is
argued that it is better to have medicines for the affluent now, which will trickle
down to the less affluent after the expiration of the monopoly period, than to have
none at all.

However, this comparison simplifies the problem beyond recognition. It is not
sufficient to argue that the situation regarding access to life-saving medicines could
be even worse. We could all be without access to drugs. An ethical assessment of the
situation cannot focus exclusively on the worst possible scenario, but must instead
consider whether the current situation can be improved upon.

The Pre-TRIPS Regime®

Anand Grover clearly stated that “TRIPS and FTAs have had an adverse impact on
prices and availability of [generic] medicines”.” One possible comparison to the
current situation is therefore the pre-TRIPS situation, which allowed states to decide
how to protect and reward their pharmaceutical industries on the basis of their own
interests.

An example”: before 2005, Indian law only allowed patents on processes, not
on products. As a result, India had a thriving generic pharmaceuticals industry that
supplied copies of patented medicines cheaply throughout the world’s poor regions.
However, in 1994 India signed up to TRIPS as negotiated in the Uruguay round of
the General Agreement on Tariffs and Trade (GATT) treaty. As a result, India was
required to introduce patents on products by January 2005. This change to Indian
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patent rules hit the world’s poor in two ways, directly by undercutting the supply of
affordable medicines and indirectly by removing the generic competition that
reduced the cost of brand-name medicines.”® And as Grover has pointed out, this is
exactly what has happened.

It is important here to remember that the poor currently face two problems
when it comes to accessing life-saving drugs. First, due to monopoly pricing powers
granted to innovators for considerable lengths of time, they cannot afford medicines
that are still under patent protection. One can therefore speak of an accessibility
problem (i.e. medicines are priced beyond the reach of the poor). However, patent
protection is not the only problem endangering poor people’s health in the context of
pharmaceutical innovation. Given that the pharmaceutical industry operates almost
exclusively within the profit-making sector, diseases that burden the poor are often
not investigated in the first place. These diseases are referred to as ‘neglected
diseases’, since they are often ignored by the international research community.
Hence, the second hindrance could be termed an availability” problem (i.e. drugs
are not being developed for the needs of the poor).”

The main argument against the pre-TRIPS regime is that it did not stimulate
the development of medicines for use in less developed countries. Given the lack of
patent protection in countries such as Brazil, India or South Africa, pharmaceutical
companies could not rely on market exclusivity and were therefore unlikely to take
potential profits in such markets into consideration when deciding upon research
programs. Yet, these and other countries have considerable and increasing affluent
sub-populations, which would be able to afford high drug prices. Such markets are
estimated to include 500 million people compared to the 1,000 million of potential
customers in rich countries.

The argument in favour of the TRIPS regime with regard to developing
countries is therefore two-fold: first, it has the potential to awaken pharmaceutical
interest in diseases that were hitherto not considered profitable, in order to serve an
affluent minority. Second, after the monopoly interval such medicines would be
within the reach of the poor in relevant countries.

It is too early for success stories of this kind. Most less developed countries
were required to institute TRIPS by 1 January 2005, and certain “least developed”
countries still have until 1 January 2016. However, in the long run, TRIPS may bring
benefits to developing countries as compared to the pre-TRIPS regime, in particular
in the area of so-called type 3 diseases, i.e. diseases that occur exclusively or
overwhelmingly in poor countries.

Pharmaceutical companies may well increase research into type 3 diseases,
secure in the knowledge of strict patent protection and the prospect of achieving
high monopoly prices from affluent patients, government agencies, and NGOs. And
whilst access to such drugs may initially be confined to the more affluent, much
larger numbers of people will be able to benefit from their existence in the long run,
after the monopoly pricing interval has expired.

Thus, the current regime is likely to have advantages over its predecessor
with regard to the availability problem (i.e. drugs are not being developed for the
needs of the poor). However, these advantages must be weighed against problems
regarding the accessibility problem (i.e. medicines are priced beyond the reach of the
poor). It is in this area, that the pre-TRIPS regime has clear advantages.

Before the TRIPS Agreement was adopted, most of the less developed
countries had weak intellectual property protections or none at all, which enabled
them to produce or import cheap generic versions of medicines that were still under
patent protection. Relative to Pre-TRIPS, the current situation therefore imposes a
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serious loss on the poor by pricing out of their reach new medicines that they could
previously have obtained at generic prices.

It is difficult to estimate the relative effects of a set of social rules—that is, how
various relevant groups of people fare differently under these rules than they would
fare if other rules, or none, existed. Moreover, decisions about the design of social
rules are rarely such that one option is unambiguously worse than another—that is,
worse for some and better for none.

However, it is evident that the current situation is preferable for the
population of affluent countries who gain access, on familiar terms, to additional
medicines that would not have existed without the added market demand for
patented medicines, now anticipated from less developed countries. The comparison
is more complex in the case of affluent minorities in less developed countries. They
are better off with regard to the availability problem; some new medicines would
not have existed without the TRIPS Agreement. At the same time, they are worse off
with regard to the accessibility problem. Whilst they are able to afford high
monopoly prices, they are no longer able to benefit from the low prices of generic
medicines. On balance, however, it seems plausible to argue that the additionally
created medicines for local health needs make up for the financial losses.

The social utility of the poor, who cannot afford monopoly prices, is the most
difficult to assess and they ought to be accorded great moral weight in any
calculations, given that, according to Anand Grover, 10 million lose their lives each
year due to lack of access to life-saving drugs.”

The extension of strong intellectual property rights through TRIPS into less
developed countries, burdens the poor disproportionately as they lose access to
generic copies of drugs that are still under patent protection. On the other hand, this
extension of intellectual property rights may benefit the poor of the future, given
that additional incentives are being provided to address health needs in developing
countries. Initially, poor people would not be able to afford new medicines.
However, they may benefit from purchases made on their behalf by aid agencies and
governments, and eventually the relevant patents will have expired and prices will
drop to just above the marginal cost level. This latter benefit could begin to
materialise in 2025, 20 years after strong IPR protection was instituted.

The magnitude of these burdens and benefits is enormous and decisions of
social utility are difficult to make. Currently, as Anand Grover, has pointed out, 10
million deaths per year can be attributed to lack of access to life-saving medicines. At
least part of this problem is due to TRIPS and high monopoly prices, according to
Grover. The exclusion of the poor from access to advanced medicines will exact a
heavy toll of disease and death for the indefinite future. On the other hand, millions
of people may survive or be healthy in the future thanks to the generic availability of
medicines that would not have existed without TRIPS.

Human rights focused philosophers may argue that it is morally
impermissible to cause severe harms, including deaths, to poor people now for the
sake of protecting millions of poor people from similarly severe harms later on. They
would therefore endorse the pre-TRIPS situation, given only these two choices. Yet,
one cannot be satisfied with such an outcome in view of all the harm that stimulating
new drug development could avert from so many future lives. From a utilitarian
perspective one might therefore argue that the overall benefits outweighed the
overall losses.

Most importantly, though the three scenarios we have discussed so far (no
IPRs, pre-TRIPS, TRIPS) are not the only alternatives.
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IPR Reform

The problems of access to life-saving medicines are not new. In our first report, we
summarised proposals for intellectual property rights reform®, aimed at resolving
the accessibility problem (i.e. medicines are priced beyond the reach of the poor)
and/or the availability problem (i.e. medicines are not being developed for the needs
of the poor).” The following table shows again a summary of the main reform
proposals.

Table 1. Intellectual Property Rights Reform Plans and Related Efforts

Addresses Addresses
accessibility availability
problem problem
Donation of drugs YES NO
Differential pricing YES NO
Bulk buying YES NO
Compulsory licensing YES NO
Publicly funded research YES YES
Public private partnerships Not fully YES
Priority Review Vouchers NO YES
Advance Market YES YES
Commitments
Health Impact Fund YES YES

We concluded that three proposed solutions (in bold) address both the accessibility
and the availability problem, namely publicly funded research, Advance Market
Commitments® (AMCs) and the Health Impact Fund®. All three are dependent on
individual donations, taxpayers’ contributions or funding from non-governmental
organisations (NGOs). Publicly funded research suffers from the typical drawback of
push mechanisms®, namely that it expends funds on unsuccessful research attempts.
The other two proposals do not suffer from this drawback, as they are both pull
mechanisms®”. However, the focus of Advance Market Commitments is very
restricted and to date only one type of treatment (vaccine) for one disease
(pneumococcal disease) has been covered by an AMC. By contrast, the Health
Impact Fund is a pull mechanism, which is much broader in scope and open to all
types of treatments for all diseases. Its current disadvantage is that it still needs to
tind a solid funding base.

When assessing the social utility of the current IPR system, it is important to
consider all alternatives, not just the most radical (abolition), those referring to the
status quo (TRIPS) and those referring to the past (pre-TRIPS).

Of the three workable reform plans, only one — the Health Impact Fund - is
broad enough to provide a real reform alternative. The following gives a brief
summary of the fund.

The Health Impact Fund

The Health Impact Fund seeks to stimulate research and development of life-saving
pharmaceuticals to provide wide access to the most effective pharmaceuticals,
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without endangering incentives. The proposed Fund is an optional mechanism that
offers pharmaceutical innovators a supplementary reward based on the health
impact of their products, if they agree to sell those products at designated low prices.

How would it work?

Pharmaceutical innovators holding valid patents can elect to sell their product
globally at a low price agreed with the Fund. In exchange, they will be paid by the
Fund annually for ten years based on their product’s assessed health impact.
Participating firms will also offer zero-priced relevant licenses following the ten
years.

How much would each firm earn?

The low price will be set to cover manufacturing costs, so firms’ profits will derive
solely from payments from the Fund. Each year, the Fund will have a fixed pay-out —
$6bn to begin with — to be distributed among the products firms elect to register.
This annual pay-out will be shared among firms in proportion to the assessed global
health impact of their drugs in the preceding year. Thus, products will be rewarded
strictly in proportion to their health benefits (pay for performance).

What drugs would be included?

The Health Impact Fund would be most attractive for products that are expected to
have a large global health impact but relatively low profitability under monopoly
pricing. For example, a drug treating a disease mainly afflicting poor people will be
an excellent candidate for registration, since typically such products cannot earn
high profits, though they could benefit many people. Thus, the Fund will provide
important additional incentives to develop drugs for neglected diseases.

How would it affect consumers?

Consumers will benefit from the availability of new drugs at low prices: through
reduced cost for national health systems, reduced insurance premiums, and reduced
prices at the pharmacy. They will benefit further from increased medical knowledge
and better protection against invasive diseases, from the increased concern of
pharmaceutical companies with the health impact of their products rather than
merely with sales, from reduced counterfeiting incentives, and from massive
reductions in the global burden of disease with associated gains in economic
productivity world-wide.

How would health impact be assessed?

Health impact can be assessed in terms of a variant of quality-adjusted life years
(QALYs), a metric that has been extensively used for more than a decade. Taking the
preceding state of the art as a benchmark, the assessment would estimate to what
extent the new drug has improved public health worldwide by improving the health
of patients who otherwise would have consumed an inferior medicine or none at all.
The estimate would be based on data from clinical trials, including pragmatic trials
in real-life settings, on tracking randomly selected packages to their end users, and
on statistical analysis of sales data as correlated with global burden of disease data.
These estimates would necessarily be rough, at least in the beginning. But so long as
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any errors are random, or at least not exploitable by registrants, the incentives
provided by the Fund would be disturbed only minimally.

Would patent rights be affected?

No. Innovators retain their patent rights. They can elect to give up the freedom to
charge monopoly prices in exchange for Health Impact payments from the Fund.
Firms will probably make this choice only when they expect higher profits from
these payments than from monopoly prices.

How would the Fund be financed?

Governments and other donors would commit to long-term funding. Some of the
Fund’s cost to taxpayers will be offset by savings on medicines that would otherwise
have been bought at much higher prices.

The Fund’s greatest benefit is that patients will gain access to important
medicines that, without the Fund, would have been too expensive for them, or even
non-existent. In this regard, the Fund addresses both the accessibility and the
availability problem.

As the Fund is currently the only reform plan, which avoids expending public
resources on unsuccessful research attempts and which is not restricted to particular
diseases, it must be regarded as the most promising approach to mitigating the
detrimental effects of the TRIPS regime. Importantly, the Fund does not require a
weakening of intellectual property rights, which may lead to fewer medicines in the
future, thereby putting the affluent and the poor at risk. On the contrary, it preserves
the advantages of the TRIPS regime, namely that pharmaceutical companies are now
likely to consider the affluent section of developing country markets in their research
programs, whilst allaying its main problems for the poor. Through its two-tiered
system of providing incentives for the pharmaceutical industry, the Fund meets the
requirements of both social utility and natural law (focusing on the right to life)
better than any existing regime.

For the remainder of the report, we shall discuss whose obligation it is to
push for such reform in order to avoid unnecessary deaths.

THE RIGHT TO HEALTH — STATE OBLIGATIONS

We have just seen that there is an alternative to both the pre-TRIPS and the TRIPS
regime, which has the potential to avoid millions of unnecessary deaths. The Health
Impact Fund presents a feasible reform plan, which has the potential to preserve the
strengths of the TRIPS regime whilst mitigating its disastrous impact on the poor.

More than sixty years ago, the governments of the world came together to
assert that each human being has a right to the enjoyment of the highest attainable
standard of physical and mental health (even though it was not phrased so
complexly at the time).*® On 10 December 1948, the United Nations General
Assembly affirmed that state parties have pledged to respect and observe the human
rights listed in the Universal Declaration of Human Rights. The right to health has
since been enshrined in both binding and non-binding legal instruments, as the
following table shows.
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Table 2. Legal Instruments — Right to Health

Government obligations towards Government obligations for international
their own citizens: assistance:
Universal Declaration of Human Rights, Declaration of Alma-Ata, Art.l143

39
Art.25(1) UN Committee on Economic, Social and
International Covenant on Economic, Cultural Rights E/C.12/2000/4, General
Social and Cultural Rights, Art.|240 Comment No.|4.44
Convention on the Elimination of All Millennium Development Goals 4, 5 and 64

Forms of Discrimination against
Women, Art.|24!

Convention on the Rights of the Child, Art.24(4)

Convention on the Rights of the Child,
Art.24(1-3)42

As Anand Grover has rightly noticed in the report which cricitises TRIPS” effect on
access to life-saving medicines™:

States have an obligation under the right to health to ensure that
medicines are available, financially affordable, and physically
accessible on a basis of non-discrimination to everyone within their
jurisdiction. Developed States also have a responsibility to take steps
towards the full realization of the right to health through international
assistance and cooperation.

It is also worth quoting from the International Covenant on Economic, Social and
Cultural Rights, a legally-binding multilateral treaty adopted by the United Nations
General Assembly on 16 December 1966 (in force since 3 January 1976). The treaty
commits state parties to work toward the granting of economic, social, and cultural
rights to individuals, with Art. 12 referring to the right to health. As the comment on
the implementation of this article explains®’:

Health is a fundamental human right indispensable for the exercise of
other human rights. Every human being is entitled to the enjoyment of
the highest attainable standard of health conducive to living a life in
dignity. The realization of the right to health may be pursued through
numerous, complementary approaches, such as the formulation of
health policies, or the implementation of health programmes
developed by the World Health Organization (WHO), or the adoption
of specific legal instruments. Moreover, the right to health includes
certain components, which are legally enforceable.

Signatories to the International Covenant on Economic, Social and Cultural Rights
must strive towards securing the highest attainable standard of health for all their
citizens. The obligation covered in this Covenant therefore refers to duties within the
borders of states.

In 1978, these national duties were complemented by the Declaration of
Alma-Ata, which requests international assistance for developing countries. In
particular it notes in Art II that*:
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[the existing gross inequality in the health status of the people
particularly between developed and developing countries as well as
within countries is politically, socially and economically unacceptable
and is, therefore, of common concern to all countries.

Even though one may be sceptical about the power of non-binding declarations,
reading this declaration in 2009 is particularly depressing, as Art X expresses the
hope that

[a]n acceptable level of health for all the people of the world by the
year 2000 can be attained through a fuller and better use of the
world’s resources, a considerable part of which is now spent on
armaments and military conflicts.*

It is time that state parties resolved to collaborate to enable their citizens to
enjoy the highest attainable standard of physical and mental health, which requires
access to life-saving drugs. It is morally unjustifiable to uphold the current IPR
system without sustained attempts at mitigating its detrimental effects on the poor.
The relevant commitments of states have been made over 60 years ago and since
then regularly repeated. There is an opportunity now to preserve the advantages of
TRIPS and resolve some of its problems.

States might be supported in this undertaking by the pharmaceutical
industry, as we shall see in the next and final section.

THE RIGHT TO HEALTH - PHARMA OBLIGATIONS

Should the pharmaceutical industry shoulder a share of the responsibility for
supplying life-saving drugs to the poor? Disagreements about the obligations of
pharmaceutical corporations could not be more extreme than on the topic of
providing life-saving drugs to the poor.

On the one hand, some recognise no such obligation at all. Most broadly,
Economics Nobel Laureate Milton Friedman declared: “The social responsibility of
business is to increase its profits.”* This position is re-emphasised in the context of
life-saving medicines by Bernard Lemoine, Director-General of France’s National
Pharmaceutical Industry, when he says:

I don’t see why special effort should be demanded from the
pharmaceutical industry. Nobody asks Renault to give cars to people
who haven’t got one.”

On the other hand, some NGOs and academics make very substantial
demands. For instance, Oxfam devoted a 56-page report to demanding that the
pharmaceutical

industry must put access to medicines at the heart of its decision-
making and practices... [S]ociety expects pharmaceutical companies
... to develop necessary products at prices that are affordable... The
pharmaceutical industry is expected to fulfil these requirements
reliably and sustainably, and by so doing, play its part in the wider
responsibilities to improve the health of all.”®

Amongst academics, Thomas Dunfree, for instance, demands that
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[flirms possessing a unique human catastrophe rescue competency
have a moral obligation to devote substantial resources toward best
efforts to aid the victims of the catastrophe... These duties apply to
the global pharmaceutical companies in the context of the AIDS

pandemic in sub-Saharan Africa.”

It would go beyond the space of this report to detail all justifications given in
support of the above positions. These range from excessive profits™ to ‘you must, if
you can’®, to enlightened self-interest®® and a co-responsibility for the human right
to health™.

Examined individually, standard justifications for the obligation to provide
life-saving medicines to the poor do not hit the crux of the matter. For instance,
excessive profits in the car industry do not lead to demands to provide cars to the
poor. Of course, one can point out that life-saving medicines provide for basic
human needs, cars do not.®® However, exorbitant prices on basic foods, another
prerequisite for human survival, do not normally lead to requests on the food
industry. Instead state action is demanded, as in August 2009, when the Indian
Communist Party (CPI-M) presented demands to the government on how to deal
with the high prices for rice.” “You must, if you can’ does not also lead to demands
on food producers to supply sustenance to the starving. Philanthropy is good
business for all within affluent societies and not limited to pharmaceutical
corporations. And no other corporate sector is regularly being made co-responsible
for the attainment of human rights in a positive, enabling rather than refraining
form. The following will clarify further.

The UN Global Compact”, the most powerful initiative to foster corporate
social responsibility, has outlined ten 1principles. Nine of them revolve around labour
standards, environmental concerns®, anti-corruption policies and complicity in
human rights abuses. Essentially, businesses are asked to refrain from harmful
behaviour, for instance, the employment of children, violence by company security
forces, discrimination, pollution or bribery. These actions put limits onto what
businesses can do to increase their profits. Whilst child labour may be cheaper than
adult labour, it is unethical to employ children.

Only Principle 1 is more general. It says: “Businesses should support and
respect the protection of internationally proclaimed human rights.”® Examples
given of how companies can discharge this obligation are very specific, though, and
they are all connected to workers and immediate communities (rather than distant
strangers). For instance, companies are asked to provide “safe and healthy working
conditions”, prevent “the forcible displacement of individuals, groups or
communities” and, in the context of this report, provide “access to basic health,
education and housing for the workers and their families, if these are not provided
elsewhere.”” Hence, the UN Global Compact does not demand that a
pharmaceutical company contributes to the provision of life-saving medicines to the
poor, except for company workers whose health care is not covered otherwise.

What then is the crux of the matter? This is best illustrated by comparing a
company that produces anti-retrovirals (ARVs) with a company that produces food.
In 2008, the yearly cost of providing second-line ARVs to AIDS patients was
$US1105 per patient in low income countries.” These drugs were still under patent
protection. Hence, no cheap generic alternatives were available. According to NGO
tigures, to feed a child to protect him or her from starvation or severe malnutrition
costs US$630-US$1260 per year, depending on the country and the setting and
assuming the child has no additional medical complications.” Both the right to
health and the right to food are enshrined in the same article of the Universal
Declaration of Human Rights. Art. 25(1) says:
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Everyone has the right to a standard of living adequate for the health
and well-being of himself and of his family, including food, clothing,
housing and medical care and necessary social services, and the right
to security in the event of unemployment, sickness, disability,
widowhood, old age or other lack of livelihood in circumstances
beyond his control.*®

Why then is Unilever, one of the largest multinational food producers, not asked
regularly and pressingly to contribute to global food security? What is the difference
to, let’s say, Pfizer, Merck and Glaxo Smith Kline’s potential to contribute to global
health? They both service basic human needs and the costs of achieving survival are
comparable. Essentially one word: patents, or more broadly, intellectual property
right protection. Barring entry to copied products for a specified interval provides
innovators with a chance to charge monopoly prices. Amongst those who benefit
from intellectual property rights protection, the pharmaceutical industry is the only
industry that trades almost exclusively in goods that are required to satisfy basic
human needs.

In line with Art.25(1) above, we take basic human needs to comprise: food,
clothing, housing and medical care.

Films, software, books, designs, circuit layouts, computer programs, new
technical inventions etc.; none of these satisfy basic human needs. The only
exception is the seeds industry, which does benefit from intellectual property rights
protection whilst providing for basic human needs. However, considerable farmers’
rights against multinational corporations have been established under the
International Treaty on Plant Genetic Resources for Food and Agriculture
(“ITPGR”). This treaty exempts a number of basic food and seed crops from
patenting and makes them accessible to all member states through a facilitated
system.” As there are no such exemptions for the pharmaceutical industry and the
compulsory licensing exemption is hardly ever evoked, the pharmaceutical industry
is unique in benefiting from monopoly pricing powers at the same time as providing
for a basic human need.

Whilst states are the main duty bearers when it comes to providing access to
health care for their citizens or international assistance to poor states, the support of
an IPR reform plan, such as the Health Impact Fund, could show corporate social
responsibility on the part of pharmaceutical companies, given that they are the only
commercial entities that provide for essential human needs under the protection of
patents. This also aligns with the position on moral obligations of pharmaceutical
companies with regard to access to life-saving medicines as supported by the current
Director of the Novartis Foundation, Klaus Leisinger. He wrote:

I perceive it to be in the enlightened self-interest of a pharmaceutical
company to be part of the solution to the access-to-medicines problem,
by committing to a human-rights-aware, innovative, and creative
portfolio of assistance to the poorest 2.5 billion people in the world. I
consider this first of all to be the ‘right thing to do’. To contribute to
the solution of a problem that claims millions of lives every year will
(probably) also contribute to a corporation’s social acceptance and
hence to its longterm license to operate.”®
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CONCLUSION

Every year, 10 million human beings die because they do not have access to life-
saving medicines. Some may not have access to doctors or pharmacies; others may
be so poor that they cannot even afford cheap generic drugs, yet others — as the UN
Special Rapporteur for the Right to Health has confirmed — die because they are
unable to pay high monopoly prices for drugs in a world changed by the TRIPS
agreement.

The human right to health has been enshrined in the Universal Declaration of
Human Rights for over sixty years. The sheer scale of the challenge of securing it for
all is no excuse for paralysis. That one cannot resolve all problems at once (e.g.
access to doctors and affordable drug prices) does not mean that one can rest and
ponder. In this report, we have shown that intellectual property right systems have
to be designed with overall human well-being and flourishing in mind. They are not
mandated to secure natural rights of inventors to have their mind creations
protected. In fact, there are no such natural, universally valid rights to IPRs. Any
benefits to inventors need to be weighed up against benefits to humankind.

The Pre-TRIPS regime had certain advantages over the TRIPS regime. It
allowed the production and distribution of cheap copies of patented drugs by
generic manufacturers, mostly from India, South Africa and Brazil. As a result, some
poor patients had access to life-saving drugs that are no longer available to them
today Yet, the Pre-TRIPS regime did not provide the pharmaceutical industry with
incentives to consider neglected diseases, diseases occurring mostly in developing
countries. As a result, not even the affluent in developing countries had their health
needs served. Both systems therefore show some social utility, but also room for
improvement. Yet, as we have noted, these two are not the only alternatives.

The Health Impact Fund leaves intact strong incentives for the
pharmaceutical industry around the globe, thereby preserving the TRIPS
advantages, whilst mitigating its main challenge, namely to block access to life-
saving medicines to the poor. By registering a patented medicine with the Fund, a
firm would agree to sell it globally at cost. In exchange, the firm would receive, for a
fixed time, payments based on the product’s assessed global health impact. The
arrangement would be optional and it would not diminish patent rights, it therefore
aligns the interests of pharmaceutical companies with the interests of poor patients.
Such a win-win situation has to be welcomed! By supporting the Fund, governments
would discharge part of their obligation towards the right to health, whilst
pharmaceutical companies could follow the path of enlightened self-interest in
increasing the social acceptance of their corporations.
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