
CONFERENCE REPORT

OPINION FORMERS’ CONFERENCE ON 
INTELLECTUAL PROPERTY FOR BETTER HEALTH
Challenges and opportunities for low- and middle-income countries

Held in London, 
Tuesday 2 November 2010

Co-organised by the Wellcome Trust and  
the American Pharmaceutical Group Workstream

M
an

oA
fri

ca
/iS

to
ck

ph
ot

o
an

an
dK

ris
h1

6/
iS

to
ck

ph
ot

o



Opinion Formers’ Conference  
on Intellectual Property for Better 
Health online
Visit www.wellcome.ac.uk/intellectualproperty to 
access a selection of presentations given by speakers 
at the conference. Also available are short filmed 
interviews with a number of the speakers: Dr Jeffrey L 
Sturchio of the Global Health Council, Dr Timothy Wells 
of the Medicines for Malaria Venture, Dr Roy F Waldron 
of Pfizer Inc. and Dr Zafar Mirza of the World Health 
Organization. 

Information is also available on the APG website  
www.apg.uk.com/about-workstream

Published by the Wellcome Trust 

The views and opinions expressed in this report do not necessarily represent the positions of the 
individual member companies of the APG Workstream.

Text: Ian Jones, Isinglass Consultancy

ISBN 978 1 84129 090 4

This is an open access publication and, with the exception of images and illustrations, the content 
may be reproduced free of charge in any format or medium, subject to the following constraints: 
content must be reproduced accurately, content must not be used in a misleading context; the 
Wellcome Trust must be attributed as the original author and the title of the document specified in 
the attribution.

Citing this report 
We suggest that you cite this report as follows: 

Wellcome Trust, American Pharmaceutical Group. Opinion Formers’ Conference on Intellectual 
Property for Better Health: Challenges and opportunities for low- and middle-income countries. 
London: Wellcome Trust; 2011.



Intellectual Property for Better Health     3

Preface
In October 2009, the Wellcome Trust and the American Pharmaceutical Group (APG) Worksream 
jointly organised an Opinion Formers’ Conference on Counterfeit Medicines. At that meeting we 
considered the impact that the illegal production of and trade in counterfeit medicines is having 
on global health. This follow-up meeting considered the issue of intellectual property and how 
the protection of new drugs and medical products affects innovation and access to medicines, 
particularly in low- and middle-income countries.

As with the first meeting, our aim was to bring together leading figures from a range of disciplines 
(international development, public health, pharmaceuticals and others) and stakeholder groups 
(industry, academia, NGOs and others) to discuss the key issues in a frank and constructive 
manner.

It has been argued that protection of intellectual property has had the effect of restricting access 
to new medicines in resource-poor countries. Our key aims were to examine whether this is the 
case and, more broadly, to discuss the impact of intellectual property on innovation and access 
to medicines.

The scale of the issue bears rehearsing: one billion people are affected by one or more neglected 
diseases; two billion do not have access to essential medicines; of 1400 new medicines 
registered between 1975 and 1999, less than 1 per cent were for tropical diseases. 

Nevertheless, we are in an era of rapid change. The emergence of middle-income countries is 
profoundly changing global trade and business. Social expectations are becoming ever more 
powerful drivers of change in corporate and political behaviour. An ‘age of austerity’ in many 
industrialised nations may drive still-greater emphasis on economic self-interest. But there are 
encouraging signs: in an era of severe financial cutbacks, it is notable that UK science, health and 
international development budgets were relatively protected and other countries are growing their 
research spend.

This second Opinion Formers’ Conference was thus held at a highly significant moment. Our aim 
with this summary and conference report is to distil the key issues discussed on the day, identify 
areas of consensus and concern, and to suggest some possible routes forward.

Sir William Castell 
Chairman, Wellcome Trust

Dr Johannes Waltz 
Co-Chair, American 
Pharmaceutical Group 
Workstream

Luc Denys 
Co-Chair, American 
Pharmaceutical Group 
Workstream



Introduction
Protection of intellectual property, principally through 
patents, has long been the mainstay of pharmaceutical 
development. However, it has been argued that the 
exclusive positions provided by patents have enabled 
companies to set prices at often-unaffordable levels 
for consumers in low- and middle-income countries, 
creating obstacles to equitable access to pharmaceutical 
products. Global trade agreements have sought to extend 
intellectual property protection while also providing 
mechanisms to enable poorer countries to obtain new 
medicines. Access to medicines remains a major issue, 
but does this reflect an intrinsic flaw in the principles 
of intellectual property protection or problems with the 
mechanisms designed to improve access? And, most 
importantly, what can be done to remedy the situation?

What are the issues?
Life expectancy in high-income countries has risen remarkably 
over the past century. If current trends continue, a girl born 
today in the UK can expect to live to 92 years of age. Life 
expectancy is currently increasing by some three months every 
year. But these gains have not been shared equally around the 
world. For 27 countries (25 of them in Africa), life expectancy 
at birth is still below 55. One reason for this discrepancy is 
unequal access to life-saving and life-extending medicines.

Access to drugs is multifactorial in nature but there are two 
broad issues. First, for ‘diseases of poverty’, a suitable drug 
may not exist in the first place. Generally, this is because these 
diseases are mostly prevalent in settings of extreme poverty, 
so there is little chance that a company could recoup the huge 
sums of money needed to develop a drug. 

In other situations, a suitable drug does exist, but its use is 
restricted by the ability of consumers – national or individual 
– to pay for it. It is an uncomfortable truth that many citizens 
in low- and middle-income countries do not have access to 
essential medicines on the WHO listing,1 let alone the latest 
drugs available in higher-income countries. 
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Executive summary
•	  This conference drew a near-unanimous conclusion 

that the protection of intellectual property is considered 
an essential factor to promote innovation and stimulate 
research and development of new products, including 
pharmaceuticals, by the private sector. Without an 
adequate return on investment, the high cost of drug 
development is likely to preclude the development of 
new medicines.

•	  Access to medicines in low- and middle-income 
countries remains a major challenge and is multifactorial 
in nature. However there are two major issues: suitable 
drugs may not exist, and where a suitable drug does 
exist, the consumer may not have access to it. This may 
be due to a number of reasons, including the absence of 
a developed healthcare infrastructure in the country, high 
costs etc.  

•	  It is often suggested that intellectual property protection 
inflates prices during periods of exclusivity, thus affecting 
affordable access to the medicine.

•	  The lack of access to medicines in low- and middle-
income countries does not appear to reflect any intrinsic 
flaw in the principles of intellectual property protection. 
However, there do appear to be problems with the 
mechanisms designed to improve access.

•	  Historically, individual countries could devise their 
own intellectual property laws, but the recent TRIPS 
trade agreement has required nations to introduce 
internationally agreed standards of protection.

•	  Although TRIPS includes flexibilities that enable countries 
to obtain drugs at lower prices, these flexibilities appear 
to be rarely used.

•	  In addition, some bilateral trade agreements have been 
used to impose stronger protection measures on low- 
and middle-income countries, removing some of the 
TRIPS flexibilities.

•	  The pharmaceutical industry is currently undergoing 
significant change, driven by factors such as declining 
R&D productivity, vigorous competition from the generics 
industry, the emergence of new markets in middle-
income countries, and social pressures.

•	  Reflecting this changing environment and the ongoing 
need to improve global access to medicines, several 
new pathways for drug discovery and financing are being 
considered.

•	  New models of drug development (e.g. public–private 
partnerships) have begun to generate medicines for 
neglected tropical diseases.

•	  More imaginative use of intellectual property and ‘open 
innovation’ may help to boost R&D productivity and 
increase the supply of affordable drugs.

•	  There is a growing trend to tailor solutions to at least 
three demographic groups of nations – the ‘old’ 
industrialised world, emerging economies and lower-
income countries – through tiered pricing, voluntary 
licences and other mechanisms. 
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The price of drugs is by no means the only factor restricting 
access to medicines. In particular, many poor countries do not 
have healthcare infrastructures, such as appropriate regulatory 
bodies or suitable healthcare professionals, which are needed 
to distribute medicines effectively. But cost is undoubtedly 
an obstacle: pharmaceutical products are often a large 
component of a country’s healthcare budget. 

The prohibitive cost of new medicines is often cited as a 
drawback of the patent system. From an industry perspective, 
patents are essential. Developing a new drug is an expensive 
process, particularly at later stages of development when large 
clinical trials are needed to show that a product is safe and 
efficacious and has advantages over existing treatments. Very 
few promising lines of research ever make the transition to 
marketable product. Drug development is thus very expensive 
and inherently risky.

The upshot is that the cost of manufacture is only a fraction 
of the total cost. High research and development costs of a 
drug – including those that fall by the wayside – also have 
to be reflected in the total price that is set. In the absence 
of patenting, third parties could manufacture a drug without 
incurring the R&D costs or the associated risk, enabling them 
to sell the product at lower prices and still make a viable return. 

The patent system (see box 1) is designed to protect 
innovators from this kind of scenario. The award of a patent 
provides its holder with a market monopoly for a set period of 
time (20 years from patent filing). However, a significant, and 
some would argue growing, portion of the 20 years, typically 
10–12 years, is consumed in the development process and 
trials before any return is made. The cost of bringing a single 
medicine to market is estimated at $1.3 billion.2 

Patenting is a form of ‘social contract’: patents are awarded 
because exploitation of a technology generates social benefits 
– in the case of pharmaceuticals, new medicines. Hence a 
patent holder has certain responsibilities, such as making 
patents public so information is shared. If the system works 
well, it creates a win–win situation – innovators can invest 
in expensive development knowing that they have a later 
opportunity to receive a return on their investment, and society 
benefits from useful products.

The simple win–win model becomes more complex in practice, 
however. For a start, market exclusivity gives companies 
some limited freedom in setting prices. Unlike many markets, 
in pharmaceuticals there is no simple supply-and-demand 
equation, as consumers rarely buy products directly from 
manufacturers. Instead, rigorous reimbursement negotiations 
with government ministries of health, particularly in high-
income countries, factor in the need for companies to make a 
return on their investment. 

The system also generates a number of incentives (and 
disincentives) that are not necessarily in the public interest. 
For example, companies have tended to concentrate on 
disease areas where there is a viable market, so less common 
diseases, or those predominately affecting poorer regions, 
receive less attention.

Moreover, the power of the patent system has occasionally 
led companies to exploit legally permitted extension of their 
patents in order to maximise their return on investment – such 
as ‘evergreening’ patents (see glossary, page 11).

box 1 

The patent principle

Although the details of patent law differ around the 
world, the key principles are the same. To be patentable, 
an invention must be:

•	 new

•	 non-obvious

•	 useful or industrially applicable.

Patent details are in the public domain, so they provide 
a way in which technical information can be shared in 
a timely fashion. In return, a patent holder receives a 
certain period of protection during which others cannot 
exploit patented technology for commercial purposes. 
Patents do not preclude the use of inventions in 
research (‘for experimental purposes’).

Patents confer ‘negative’ rights: they do not 
automatically allow a patent holder to use the invention, 
but they do preclude others from copying the invention 
for the duration of the patent. 

Patent holders do not necessarily have to exploit the 
patent themselves; they can also license it to third 
parties. They are, however, under an obligation to use it 
if it is socially desirable, and can be forced to exploit or 
license a useful patent. 

Wellcome Images
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What has been the 
impact of trade 
agreements?
Pharmaceuticals have formed one part of a wider effort 
to establish global standards for protection of intellectual 
property. This has been achieved by the ‘TRIPS’ (Trade-
Related Aspects of Intellectual Property Rights) agreement, 
developed under the auspices of the World Trade  
Organisation (WTO).3

TRIPS was established in 1994, as industrialised countries with 
strong intellectual property systems pressed for the adoption 
of similar measures in trading nations. Governments were 
given time to bring their national intellectual property systems 
up to scratch: 2005 for middle-income countries and 2016 for 
low-income countries.

Lax systems for protection of intellectual property had led to a 
flourishing generic drug industry, particularly in India. However, 
generics were seen as a godsend by many, providing low-
cost access to drugs that were otherwise priced out of reach 
(see box 2). Concerns were therefore raised that stronger 
intellectual property protection would inevitably lead to higher 
prices, thereby limiting access. 

These concerns eventually led to the Doha Declaration in 
2001, which provided a mechanism for poorer countries to 
make their own versions of life-saving medicines in times of 
national need. A wider interpretation was later negotiated 
in 2003, the ‘paragraph 6’ amendment, enabling countries 
without national drug-manufacturing capacity to import generic 
medicines from other countries.  

In theory, these ‘flexibilities’ provide mechanisms for poorer 
countries to gain access to affordable medicines. One 
option is to negotiate a voluntary licensing agreement, 
allowing production or purchasing at a lower cost. A more 
extreme response is compulsory licensing, where a country 
can manufacture or import a product without negotiating 
an agreement with a patent holder (while still paying a 
‘reasonable’ licensing fee).

Is TRIPS working?
Despite this progress, many have questioned whether TRIPS is 
working. Some have argued that it is unfairly favouring patent 
holders, most of whom are based in industrialised nations, at 
the expense of public health and patients in poorer countries. 

In theory, TRIPS flexibilities enable countries to protect their 
public health, while adoption of effective systems to protect 
intellectual property is supposed to provide economic benefits 
by boosting trade and industrial development. But what is  
the reality?

Firm evidence is hard to come by, but there is a belief that 
the introduction of intellectual property protection in a country 
does lead to an increase in drug prices. There is little evidence 
that manufacturing capacity is growing in any major way.

Perhaps most significantly, there are few signs that TRIPS 
flexibilities are actually being used. 

It has also been argued that, while signing up to TRIPS 
flexibilities, industrialised countries have taken steps to 
minimise the impact of doing so, in order to protect their own 
industrial base. Some countries have pressed for even stronger 
rules on intellectual property protection (so-called ‘TRIPS-plus’) 

box 2 

TRIPS and antiretrovirals 

The impact of TRIPS was thrown into stark contrast by the 
HIV/AIDS pandemic in Africa. Although life-saving antiretroviral 
drugs existed, few people in low- and middle-income 
countries had access to them. One factor was cost: a yearly 
course of drugs cost US$10–15 000 – far beyond the health 
budgets of low- and middle-income countries. 

The issue came to a head in 2000 and 2001, with a global 
outcry at the iniquities of the system. Generic alternatives were 
available at a fraction of the cost of branded medicines, yet 
industry appeared to be trying to stop them reaching patients 
in desperate need. Relations reached their lowest point when 
a consortium of pharmaceutical companies sued the South 
African government for passing laws that made it easier for the 
country to bypass intellectual property regulations and import 
or manufacture anti-HIV medicines. 

Widespread condemnation of this litigation, coupled with 
the accusation that companies were putting ‘profits before 
patients’, accelerated the pharmaceutical industry’s willingness 
to consider price reductions and licensing agreements. The 

decision of large philanthropic and governmental purchasers 
to buy generics also helped to legitimate their use.

The price of antiretrovirals fell dramatically. More than 5 million 
people globally now receive them, a 12-fold increase in less 
than a decade. However, the pharmaceutical industry has 
continually stressed that price was only one factor affecting 
access to HIV medicines. In particular, many low- and 
middle-income countries lacked a healthcare infrastructure 
to distribute drugs. Moreover, even at vastly reduced costs, 
provision of antiretroviral drugs in low-income countries has 
been dependent on a massive influx of donor funds.

The entanglement of antiretrovirals and intellectual property 
has not been fully unwound. A further challenge has emerged 
in the areas of ‘second-line’ drugs, which have fewer side-
effects and, importantly, are effective against HIV infections 
resistant to first-line drugs. While the patents to many first- 
line medications have expired, second-line antiretrovirals are  
all under patent. Countries such as Brazil now spend the  
bulk of their antiretroviral budget on imported patented 
medicines, even though they are required by only a minority  
of their patients. 
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through bilateral trade agreements. This has led in some cases 
to countries negotiating away some of their flexibility rights in 
the belief that they will gain trade or other benefits.  

Perhaps the most dramatic case, though, has been Thailand, 
which used compulsory licensing agreements in response to 
public health needs. Although Thailand claimed its actions 
were justified by TRIPS flexibilities, it was accused of flouting 
intellectual property agreements by the pharmaceutical 
industry and was blacklisted by the US government (see box 
3). The furore provoked by Thailand may well have dissuaded 
other countries from following its lead.  

Some would argue that part of the goal of putting IP 
mechanisms in place was to ensure that technology holders 
would be assured of having a favourable environment for 
investing in lower-income countries and transferring their 
technology. This gives the view that the TRIPS agreement 
was crafted to create a common baseline understanding of 
intellectual property rights globally by providing its signatories 
with protections and certainties to ensure fair competition 
within the trade remit – through a regime of intellectual property 
rights. Intellectual property is therefore seen as providing 
a framework for rapid dissemination of ideas and efficient 
technology transfer.

What are the major 
drivers of change?
While the whys and wherefores may be debated, it is 
undoubtedly true that there is still considerable global 
inequality in access to medicines. A major challenge for the 
future is to address this inequity, while also recognising that 
the development of new drugs is technically difficult, requires 
a special set of skills currently found almost exclusively in the 
pharmaceutical industry, and that innovation will not happen 
without the prospect of financial return. 

The pharmaceutical industry is facing a challenging future. R&D 
productivity has been declining over the last few years, and 
the vast sums spent on R&D are generating only a flat or even 
falling number of new drugs (see figure 1). Another important 
issue is the high (and rising) regulatory burden. Perhaps the 
most notable challenge, though, is from the generic industry. 

As soon as a drug is off patent, a generic version is likely to be 
available. A company can lose 90 per cent of its income from a 
drug within a year of it coming off patent.

However, opportunities are being created to balance equitable 
access with sustainable innovation.

One of the most dramatic changes has been the emergence 
of middle-income countries as a powerful economic force – 
particularly the so-called ‘BRICs’ (Brazil, Russia, India and 
China). With a combined population of nearly 3 billion, the 
BRICs represent a huge new market. In addition, they have 
established themselves as competitors to industrialised 
nations, particularly in generic manufacturing.
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Adapted from: Sampath P. Widening innovation-productivity gap in the 
pharmaceutical industry – new challenges and future directions. Frost 
& Sullivan 2008 22 April. (Using data from PhRMA 2007, FDA.)

Figure 1: Dwindling R&D productivity in the US pharmaceutical 
industry

box 3 

Compulsory licensing: the Thailand 
experience 

Thailand has been one of the few countries to use 
TRIPS flexibilities – an action that stirred up an 
international furore.

In 2006, Thailand’s military government issued 
compulsory licensing orders in order to provide universal 
access to medicines it considered essential to public 
health: two antiretrovirals and a heart drug. The move 
met with considerable hostility. According to former 
health minister Mongkol Na Songkhla, “the responses 
from the nexus of rich-nation governments and 
pharmaceutical industries were undue political pressure 
and retaliations, which aimed to end the introduction of 
the safeguarding measures”.1

Thailand believed it was acting within the TRIPS 
framework and the Doha Declaration, which allow 
countries to issue licences to protect public health. 
The main pharmaceutical company affected disagreed, 
however, and threatened to restrict Thailand’s access 
to newly developed medicines. Representative bodies 
for the US pharmaceutical industry urged the US 
government to issue trade sanctions, citing Thailand’s 
failure to honour intellectual property rights. While full 
sanctions were not imposed, Thailand was placed on 
various ‘watch lists’. 

Despite the outcry, Thailand has never been formally 
charged with breaking TRIPS agreements. The wording 
of the TRIPS agreement implies that countries can 
decide for themselves when their public health situation 
warrants special measures. In practice, Thailand’s critics 
argued that its public health situation did not justify 
‘emergency measures’. 

Whatever the rights and wrongs of this single case, the 
strength of the response, and the potentially lengthy  
and expensive legal proceedings that might ensue, is 
likely to have discouraged other countries from pursuing 
similar options.

1. Songkhla MN. Health before profits? Learning from Thailand’s 
experience. Lancet 2009;373(9662):441–2.
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One interesting development has been a blurring of  
the distinction between ‘pharmaceutical’ and ‘generic’ 
companies, with pharmaceutical companies buying up  
generic manufacturers and generic companies undertaking 
their own R&D.

The slowdown in the development of new agents has 
stimulated creative ways of thinking, as companies consider 
‘more innovative innovation’. Many companies have 
restructured to try to stimulate greater innovation but they have 
also become more willing to look farther afield for inspiration 
and partnering opportunities.

Industry–academia partnerships have been used to coordinate 
large-scale pre-competitive research ventures generating a 
pool of new knowledge. More generally, many companies 
are tending towards the ‘open innovation’ model, developing 
closer links with academia and being more willing to share or 
exchange patents. 

One example particularly relevant to low- and middle-income 
countries is the ‘patent pool’ model, where companies 
contribute to a common intellectual property resource in a 
therapeutic area. GlaxoSmithKline has set up a patent pool for 
neglected tropical diseases (Pool for Open Innovation against 
Neglected Tropical Diseases, now run by the not-for-profit 
group BIO Ventures for Global Health), while UNITAID has 
established a similar device for HIV medications, to which the 
US National Institutes of Health has recently contributed (see 
box 4). 

The potential value of a patent pool is illustrated by 
combination medicines for HIV. These draw on intellectual 
property held by different companies, so no one company can 

develop them on its own. Although companies can, and do, 
develop licensing agreements between themselves, UNITAID  
is playing an important catalytic role.

One notable successful development has been the growth 
in public–private partnerships focused on neglected tropical 
diseases. If the experience of the Medicines for Malaria Venture 
is anything to go by, intellectual property concerns are not a 
major barrier to the development of new drugs for neglected 
diseases. The chief issue is that, with a limited market, a 
drug project only becomes financially viable at late stages of 
development. 

As well as market developments, scientific and technical 
changes are having a profound effect on the pharmaceutical 
industry. A significant shift has also occurred in the types of 
medicine being developed. Although small chemical entities 
remain the bedrock of pharmaceutical R&D, a growing 
number of licensed agents are ‘biologicals’ – complex proteins 
such as monoclonal antibodies or derivatives of bioactive 
macromolecules such as growth factors.  

These agents include anticancer drugs, which are often 
extremely expensive (up to tens of thousands of dollars for 
each treatment course). Biologicals are typically harder to 
manufacture than standard chemical drugs, but it is likely that 
at the end of their patent life, ‘biosimilars’ will be developed and 
become available at lower cost.

The changing nature of disease will also set industry new 
challenges. Mental health and neurological conditions remain 
an area ill-served by modern medicine, and cancer is hugely 
challenging given its high incidence and great diversity. A 
trend towards more personalised medicines inevitably means 
that the market for each individual agent will be smaller. The 
research and development costs, however, may remain broadly 
unchanged. Indeed, it is possible that we have reached the end 
of the ‘blockbuster’ era of pharmaceutical development – or that 
billion-dollar incomes will come about through low-volume sales 
of extremely expensive drugs (see figure 2).

Pharmaceutical companies find their activities subject to 
intense public scrutiny. Social pressures on companies have 
undoubtedly had an impact on their behaviour, and the growth 
of the ‘corporate and social responsibility’ culture 

box 4 

The HIV patent pool 

The decision to develop an antiretroviral patent pool was 
made in 2008 by UNITAID, the global body set up to 
increase access to medicines for HIV/AIDS, malaria and 
tuberculosis in low-income countries. 

The main aim of the patent pool is to increase access 
to antiretroviral drugs, by encouraging development of 
first-line and second-line drugs – thereby driving down 
prices – and by fostering the development of novel 
formulations, for example fixed-dose combinations or 
medicines suitable for young people. In June 2010, a 
new body, the Medicines Patent Pool Foundation, was 
set up to manage the initiative. 

The pool is voluntary, but has received support from, 
among others, the US National Institutes of Health (NIH), 
which has licensed its patent on the antiretroviral drug 
darunavir. The Medicines Patent Pool Foundation is 
in discussion with several pharmaceutical companies 
holding key patents on antiretrovirals. It has also 
received the backing of Médecins Sans Frontières and 
other NGOs. 

www.medicinespatentpool.org

Adapted from: Trusheim MR et al. Nat Rev Drug Disc 2007;6(4):281–93.
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reflects a recognition that a company’s obligations go beyond 
maximising shareholder profits. NGOs have played a role  
as a ‘global voice of conscience’, raising awareness of the 
issues and campaigning for arrangements that benefit  
poorer countries. 

In practical terms, differential pricing has become more 
common, particularly for antiretrovirals. GlaxoSmithKline 
and Pfizer, for example, have established ViiV Healthcare 
to develop and deliver HIV medications, and a not-for-profit 
initiative for low-income countries. 

In low- and middle-income countries, a striking demographic 
transition to urban, Westernised lifestyles is being 
accompanied by an alarming growth in non-communicable 
diseases such as type 2 diabetes and coronary heart disease. 
Access to medicines in this situation raises even more complex 
issues, as the conditions are associated with ‘lifestyle choices’ 
and do not have the immediate consequences of, say, HIV 
infection or malaria. 

How do we get more 
drugs to the people 
who need them?
Much more could be done to improve access to medicines, 
even with the current framework of intellectual property 
protection.

Focusing on unmet clinical need: Although the past few 
decades have seen many significant advances, from statins 
to Herceptin (trastuzamab), the current situation is not always 
weighted in the public interest. 

It could therefore be argued that ‘unmet clinical need’ should 
be a stronger driver of pharmaceutical R&D activity. More 
public pressure needs to be placed on the pharmaceutical 
industry. For example, the Access to Medicines Index ranks 
the world’s largest pharmaceutical companies on their efforts 
to increase access to medicines for societies in need.

Industry is also considering alternative business models, such 
as switching to lower-margin, higher-volume approaches 
as vast new markets open up in low- and middle-income 
countries.

Intellectual Property for Better Health     9

Above: Scientists at work in the Infectious Disease Institute’s main laboratory at Makerere University, Kampala, Uganda. Pfizer



Working together: Although there has been considerable 
mutual antipathy between some communities, there have 
also been encouraging signs of a greater willingness to 
work together. It is important for different groups to identify 
common ground and to engage constructively. Public–private 
partnerships have made great strides in the development and 
distribution of medicines, and illustrate what can be achieved 
by making concerted efforts towards common goals.

Global coherence and prioritisation: The World Health 
Organization has an important role to play as the overarching 
global body concerned with public health. It has developed a 
global strategy and associated plan of action for intellectual 
property, innovation and public health, which aims to create a 
framework for needs-driven delivery to promote public health. 
A pilot phase of the action plan was scheduled for 2010–12, 
with the strategy adapted for local context in a range of 
countries. A full rollout is scheduled for 2012–15. 

More innovative innovation: The past decade has seen 
increasingly imaginative use of intellectual property, and 
this trend needs to continue. Patents can be thought of as 
conferring ‘negative rights’ – preventing others from exploiting 
a technology. However, they are also being used positively, 
as bargaining chips or in combination with others’ patented 
technology for mutual benefit. This sea-change in attitudes has 
the potential to accelerate the development of new medicines.

Overcoming barriers to access: While TRIPS flexibilities 
are supposed to ensure that trade regulations do not hinder 
a country’s capacity to protect its public health, they are not 
being widely used. 

Greater awareness of TRIPS flexibilities could be fostered, 
along with the capacity to take advantage of them. Other 
imaginative possibilities could be considered, such as an 
international arbitration body to rule on arrangements in 
individual countries. Rich countries or economic areas 
establishing bilateral trade agreements should ensure that 
they are not over-zealous in protecting their financial interests 
at the expense of the health of citizens in the world’s poorest 
countries. 

More positively, mechanisms do exist to promote greater 
access, such as tiered pricing regimes and voluntary licensing 
agreements. There may also be a case for longer periods of 
patent protection, if this were matched with commitments to 
make products available at lower prices in markets unable to 
afford a full price. 

Capacity development: Technology transfer to low- and 
middle-income countries, increasing their capacity to meet 
their own healthcare needs, remains a desirable long-term 
goal. Such moves would potentially provide both public health 
and economic benefits. Some questions remain, such as the 
appropriate balance between national and regional facilities. 

More research: Although the subject of much heated debate, 
there is little evidence-based analysis on the interplay between 
patents and access to medicines. One important question is 
whether there is actually demand for TRIPS flexibilities, and if 
there is, why they are not being more widely used. 

Conclusion
Although the conference was not marked by absolute 
unanimity, there was a near-consensus that there is nothing in 
principle wrong with protection of intellectual property. Without 
protection, there is simply no incentive to innovate, and without 
innovation there will be few or no new drugs of any kind.

On the other hand, the application and implementation of 
the principles need to be re-examined: the current system is 
clearly not delivering drugs to those in low- and middle-income 
countries in an equitable and affordable fashion. 

The pharmaceutical business is undergoing significant 
change in which the rules are being rewritten. This period 
of change provides an opportunity for a reorientation of the 
pharmaceutical industry globally so that unmet clinical need 
becomes a stronger driver of innovation, no matter where that 
need exists.

The existence of ‘neglected’ diseases is a stark reminder 
that there are areas of market failure. Unlike some areas 
of innovation, drugs are different: ‘market failure’ means 
loss of life (or at least significant loss of quality of life). While 
proactive mechanisms are needed to tackle diseases of 
poverty, currently patents do not pose a major obstacle to the 
development of new drugs.

The past decade has seen a considerable shift in the attitudes 
of pharmaceutical companies, who have publicly recognised 
that enhancing access to medicines is not only a moral 
responsibility but also represents sound business. This trend 
needs to continue with industry showing both flexibility and 
imagination in dealing with global health issues.

Elsewhere, creative and imaginative approaches are needed to 
enhance access. Through TRIPS, mechanisms already exist to 
allow public health concerns to influence access to patented 
products; more needs to be done to ensure that these 
mechanisms are understood and, where appropriate, used. 
Countries have a responsibility not to use trade agreements 
driven by economic self-interest to interfere with these 
internationally legitimate mechanisms.

Finally, it always needs to be borne in mind that protection of 
intellectual property rights is only one factor limiting access to 
new medicines. Many other factors are important, not least 
countries’ healthcare infrastructures. Public health needs to be 
seen as part of the development agenda, recognising that a 
growing economy can only thrive with a healthy population. 
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Glossary
Article 31: Key part of the Doha Declaration permitting 
voluntary and compulsory licensing to protect public health. 

Compulsory licensing: A unilateral decision by a country 
to manufacture a patented product (while still paying a 
‘reasonable’ fee to the patent holder).

Diseases of poverty: Primarily infectious diseases that thrive 
in impoverished settings, especially in the heat and humidity of 
tropical climates.

Doha Declaration: TRIPS agreement reached in 2001 that, 
among other things, allowed countries to issue licences and 
manufacture medicines to protect public health. 

Evergreening: The practice of launching new formulations, 
combinations, delivery methods and indications for drugs 
facing patent expiration to in effect increase the duration of 
patent-protected sales – in many, but not all, cases conferring 
some additional patient benefit.

Open innovation: Innovation that draws on public-domain R&D, 
R&D conducted in academic institutions or other companies’ 
intellectual property, as well as a company’s own work.

Paragraph 6: Part of the Doha Declaration that allows 
countries without manufacturing capacity to take advantage of 
TRIPS flexibilities, by importing medicines from other countries.

Parallel importing: When a product made legally abroad is 
imported without the permission of the intellectual property 
rights holder (e.g. the trademark or patent owner). Some 
countries allow this; others do not.

Patent pool: A collection of patents in a similar area, which 
can be used as a resource for innovation.

TRIPS: Agreement on Trade-Related Aspects of Intellectual 
Property Rights; the global regulatory framework for protection 
of intellectual property rights in international trading.

TRIPS-plus: Protection for intellectual property that goes 
beyond the rights enshrined in TRIPS; may be written into 
bilateral trade agreements and seen by some as a way of 
circumnavigating the flexibilities built into TRIPS.

Voluntary licensing: An agreement negotiated with a patent holder 
allowing a country to produce a medicine, for an agreed fee.

World Trade Organisation (WTO): A global body, established 
in 1995, that regulates international trade; responsible for the 
TRIPS agreement. 
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