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Government-Controlled Pharmaceutical Research
and Development: A Recipe for Disaster
By Richard Tren and Roger Bate

The proposed research and development (R&D) treaty being discussed at the World Health Assembly during

the week of May 22 could end up harming those it aims to assist. Public-private partnerships, which are already
delivering drugs and treatments and showing promise in vaccine development, offer a far better model to address
diseases. Greater state and bureaucratic control of R&D will not deliver results, especially given the need to
deploy unique private-sector testing and development facilities. A range of market-friendly proposals to encourage

research is likely to deliver practical solutions.

In recent years, increasing attention has been
given to the problem of developing medicines
for so-called neglected diseases or diseases of
poverty.l An apparent lack of research into
these diseases has prompted a range of potential
solutions. Kenya and Brazil have suggested one
approach, which they will offer as a draft resolu-
tion at the fifty-ninth World Health Assembly
(WHA) in May 2006. The resolution demands
“new policy rules to stimulate essential research
and development in health, especially for the
most neglected diseases.”?

The resolution calls for WHA member states
to prioritize research and development “accord-
ing to the needs of patients” and to establish “a
framework for defining global health priorities in
supporting essential medical research and develop-
ment based on the principle of equitable sharing
of the costs of research and development by all
those who benefit from it and incentives to invest
in useful research and development in the areas
of patients’ need and public interest.”

This resolution dovetails neatly with activist
proposals for global R&D, such as the Medical
Research and Development Treaty (MRDT),
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which has been widely promoted and seeks to
expand public expenditure on drug development,
weaken intellectual property rights, and increase
flexibility in issuing compulsory licenses to manu-
facture generic versions of medicines.* While such
ideas may prove politically popular within the
WHO, the R&D treaty is likely to be unworkable
and impractical.

Many of the diseases identified as “neglected”
have practical treatment and control solutions,
which are already undertaken by governments,
UN bodies, and public-private partnerships work-
ing cooperatively with government health depart-
ments.> The Special Programme for Research and
Training in Tropical Diseases (TDR),° for example,
was spun out of the WHO in 1975. By working
with UN bodies, national governments in disease-
affected countries, industry, and academia, TDR
has supported thousands of R&D projects, trained
over 1,033 scientists in developing countries,
and—as of 2003—delivered seventeen new drugs
for tropical diseases.” It expects an additional eight
new drugs to be ready by 2010. However, despite
supporting a secretariat for the TDR, which is also
based in Geneva, the WHO has offered only mod-
est support: less than $35 million over thirty years,
a slightly higher average than its current annual

contribution of about $1 million.8 The WHO has
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had ample opportunity over the years to contribute more
to R&D efforts, but it has shown little enthusiasm.

The Incidence of Neglected Diseases

According to the WHO’s 2002 World Health Report,
tropical diseases (including trypanosomiasis, chagas dis-
ease, shistosomiasis, leishmaniasis, lymphatic filariasis, and
onchocerciasis) account for only 0.2 percent of total
global mortality.” However, patients are often affected by
more than one disease, and these “polypar-

control, as well as a means of controlling dengue fever
(especially important given there are no existing medi-
cines to treat the disease). Other methods of controlling
the organisms that transmit disease can be used against
these diseases as well as against leishmaniasis and African
trypanosomiasis, but international funders largely ignore
these interventions.

A more integrated approach to disease control in poor
countries could provide existing, cheap, and often
donated medical interventions to those who need them.

For example, a recent paper by Peter J.

asitized” patients are much more vulner-
able to infection from malaria, HIV, and
tuberculosis. Work has continued on treat-
ing what are often referred to as “other dis-
eases,” which afflict far fewer people than
malaria, HIV, and tuberculosis. !0
According to TDR, there are only
three neglected diseases for which no con-
trol strategy or treatment exist, namely
African trypanosomiasis, dengue, and

The WHO has had
ample opportunity over programs for cither the control or the
the years to contribute
more to R&D efforts,
but it has shown little

enthusiasm.

Hotez et al. explains that countries could
adopt a “pro-poor strategy to integrate

elimination of seven neglected tropical
diseases—ascariais, trichuriasis, hook-
worm, lymphatic filariasis, onchocerciasis,
shistosomiasis and trachoma—using exist-
ing drugs.”1¢ Hotez et al. also point out
that “such integrated control or elimina-
tion could be achieved with four drugs—

leishmaniasis.!! (Although leishmaniasis
can be treated, there are problems with resistance to older
drugs.1?) Control strategies with proven treatment and
prevention interventions exist for malaria, shistosomiasis,
and tuberculosis, even though these diseases persist and in
some cases are increasing in incidence. Control strategies
exist for chagas disease, leprosy, lymphatic filariasis, and
onchocerciasis, and their rate of infection is falling.!3

In its 2006-07 budget report, TDR reports that after
funding for research during the 1990s decreased, “the
Programme experienced a marked growth in resources at
the start of the Strategy 2000-2005.”14 For 200607, the
approved budget for TDR’s programs is approximately
$100 million, up from approximately $50 million in
1998-99. Since 2001, the TDR’s proportion of private
and foundation donations has increased from 6 percent in
2001 to 35 percent in 2005. The proportion of donations
from national governments has declined from 76 percent
in 2001 to 56 percent in 2005.15

Disease Control Is More than Treatment

Having a narrow focus on the medicines used to treat
patients with tropical diseases often ignores the existing
interventions that can halt the spread of such diseases.
For instance, indoor residual spraying with insecticides
(to kill or create a barrier with insect disease vectors)

is known to be a highly effective method of malaria

ivermectin, albendazole, azithormycin and
praziquantel—of which the first three mentioned are cur-
rently donated by Merck and Company, GlaxoSmithKline,
and Pfizer, respectively, while praziquantel is available at
relatively low cost.”

The Dangers of the WHA R&D Framework

While it is well known to health professionals that inter-
ventions and medicines exist for many of the so-called
neglected diseases, it is not widely acknowledged among
policymakers. Difficulties implementing remedies and
control strategies are primarily caused by extreme poverty
and a lack of health infrastructure rather than by a lack of
private or public research into new health-care interven-
tions. The R&D framework that will be discussed at the
WHA meeting is being promoted by countries such as
Kenya, which is failing to use existing preventions and
treatments to combat disease among its people. A lack of
political will and often a lack of budgetary commitment
from disease-endemic countries, and the pursuit of ill-
conceived disease control plans from the WHO and other
UN organizations (such as Roll Back Malaria and 3 by 5,
the WHO’s plan to treat 3 million people with antiretro-
viral therapy by 200517), have contributed to the ongoing
burden of preventable and curable illnesses.

However, growing public health problems such as
HIV/AIDS require ongoing and often urgent investment.
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As drug resistance to first-line antiretroviral drugs grows,
secondary treatments will be required and will continue
to come from the private sector, which has the knowl-
edge and resources to carry out the necessary and increas-
ingly expensive research. It is not clear that a global
R&D framework, reliant on increased public funds

and control, will result in new readily

governments will agree to this. Indeed, we have spoken
with a few trade negotiators—representing both rich and
poor countries at the World Trade Organization—who
were split on whether it was a sensible notion, but agreed
that it was unlikely to be undertaken. This proposal would
force middle-income countries that conduct research,
such as India, to forgo their rights. R&D

accessible medicines.

Kenya and Brazil’s resolution calls for
the “equitable sharing of costs by all those
who benefit from it,”18 but it is vague as
to how the costs would be shared. One
proposal that is likely to have influenced
the Kenya-Brazil resolution—the
MRDT—anticipates countries contribut-
ing financially to medical R&D based
on their gross domestic product or per-
capita income, with the poorest nations

Difficulties implement-
ing remedies and
control strategies are
primarily caused
by extreme poverty
and a lack of health

infrastructure.

in India has increased markedly since it
began complying with the Agreement on
Trade Related Aspects of Intellectual
Property Rights (TRIPS),2> and it seems
unlikely that the Indian government will
forgo its benefits to domestic researchers.26
This leaves few countries willing to con-
tribute to a global R&D fund and even
fewer willing to hand over their intellec-
tual property rights to other countries.

Second, the R&D framework would

contributing nothing.!”

The activist MRDT proposal, however, envisages equal
voting rights, with one vote per country, regardless of the
level of funding contributed.2® Countries will be expected
to fund research from public funds, tax credits, philan-
thropic sources, the private sector, the nonprofit sector,
and innovation prizes.2!

According to the MRDT, countries which purchase
medical products could have their expenditure considered
as a contribution to R&D inasmuch as it creates an incen-
tive for investment.22 The MRDT is vague, as is Kenya
and Brazil’s proposal, on how, where, and by whom the
research will be undertaken. The MRDT acknowledges
the “diversity of management approaches to support
QMRD [Qualified Medical Research and Development]
including direct funding of profit or non-profit research
projects, market transactions . . . payment of royalties to
patent owners, tax credits, innovation prizes, investments
in competitive research.”23 While this flexibility may be
commendable, the important point is that the actual
research will be directed and prioritized by a complex
bureaucracy. There are numerous limitations and potential
problems with this approach.

Bureaucratic Troubles of the Kenya-Brazil
Resolution

First, the Kenya-Brazil resolution would require patent-

holders to forgo some or all of their intellectual property
rights internationally.24 Given the value of these rights,
it is unlikely that patent-holders and their respective

require a complex bureaucracy of commit-
tees and councils to direct and ostensibly control medical
R&D priorities and funding. The fourth discussion draft
of the MRDT proposes an overarching Assembly for
Medical Research and Development, which would
appoint a Council on Medical Innovation (CMI) and a
permanent secretariat which would run the day-to-day
operations of the council. The CMI would, in turn,
appoint a Committee on Priority Medical Research

and Development, a Committee on Open Public Goods,
a Committee on Technology Transfer, a Committee on
Exceptionally Productive and Useful Projects, and a
Committee on Open Access Research.

It is not clear that this additional bureaucracy would
deliver anything useful, and it would certainly incur sub-
stantial costs. Indeed, the WHO-driven Commission on
Intellectual Property Rights Innovation and Public Health
(CIPIH) recently issued a report, the aim of which was to
analyze intellectual property arrangements, identify any
harm they cause, and address how to improve innovation
in public health. A problem with the CIPIH report is that
it was instituted at a previous WHA by the ministers of
health in attendance. Their natural favoritism toward the
public sector over the private sector biases their recom-
mendations toward creating a larger role for government
than is warranted.2?

Third, it is not clear that increased state funding
of R&D is desirable. Evidence suggests that increased
public funding of R&D displaces private funding of
R&D. Essentially all money spent by governments or the
UN is derived from industry and taxpayers, and when
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governments spend other people’s money on R&D for
medicines or other scientific research, the total amount
available for research actually declines.28

population’s health. Concurrently, it is important to
note that long before the government of South Africa
rolled out antiretrovirals in the state sec-

One might make the case that private
funding of research on poor-country
diseases is low, in any event. However,
given the low overall incidence of the
neglected diseases and the increasing
incidence of typically developed-country
diseases (like hypertension and diabetes)
in developing countries, the effect of
increased public spending on private
R&D spending is very pertinent, rarely
investigated, and often ignored by gov-
ernments when negative findings emerge.
Fourth, the proposed Kenya-Brazil
resolution calls for more “needs-driven
research,” which assumes that the private
sector is incapable of responding to
patients’ needs. The small market for
drugs to treat diseases of poverty certainly
does not attract large amounts of private

There is scant
evidence to suggest
that greater state or

intergovernmental
agency control of the
R&D process and
limitations to
intellectual property
will either deliver
the medicines required
or respond to

patients’ needs.

tor, several private companies did so for
employees and in some cases for their
employees’ dependants as well.30

Last, it is not just governments that are
unable to respond to patients’ needs. It
was only after considerable pressure from
malaria scientists and some activist groups
that the multilateral agencies—including
the WHO and the Global Fund to Fight
AIDS, TB and Malaria—halted and
reversed policies of providing ineffective
malaria treatments to poor countries.3!
Leading donor agencies such as the
United States Agency for International
Development were initially reluctant to
provide new highly effective artemesinin-
based combination therapies (ACTs) to
malarial countries, and in at least one case
actively frustrated the roll out of ACTs.

funding; however, the many public-

private partnerships and some entirely privately funded
research programs demonstrate that the market does
indeed respond. The more compelling question is
whether or not stronger state involvement in R&D is in
any way better suited to discover the “needs” of patients.
State or intergovernmental bodies often rely on an often
extremely long chain of command and communication
that eventually decides what people need—whether they
want it or not.

Governments have little direct feedback from end
users, which additionally distorts research decisions in
favor of the politically influential. This is as true for
diseases whose incidence is underestimated as for those
whose incidence is overestimated.2®

Decisions about public health interventions are often
political rather than scientific. For example, the South
African government opposed the provision of antiretro-
viral therapy to people living with AIDS both on cost
and logistical grounds and because South African presi-
dent Thabo Mbeki has questioned the link between
HIV and AIDS. In response, AIDS activist groups
in South Africa fought a long and acrimonious legal
battle to force the South African government to provide
antiretroviral treatment to those who required it. This
experience demonstrates that governments frequently
cannot be trusted to act in the best interests of their

Within the past month, similar allega-
tions were made against the World Bank in The Lancet
Online.3? The bank was purchasing the antimalarial drug
chloroquine in India even when it was failing, and widely
known to be failing, in up to half of all cases.

Public-Private Solutions for Health-Care
Research

An alternative to increased state or intergovernmental
agency control and funding of R&D is the creation of
the right set of incentives to encourage private-sector
investment in these areas.

In partial response to the call to deal with neglected
diseases and the burden of other diseases worldwide,
public-private partnerships (PPPs) have proliferated
recently. According to the Initiative on Public-Private
Partnerships for Health, ninety-two PPPs have been
formed since 1974 to deal with various diseases, includ-
ing tuberculosis and HIV/AIDS, as well as other health
concerns, including reproductive health, guinea worm,
diarrhea, and vitamin A deficiency.?> Many PPPs are
proving to be highly productive, and new medicines and
control strategies are emerging. For instance, the Medi-
cines for Malaria Venture is currently partnering with
the private and public sectors in seven active drug
discovery projects.34
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TDR reports, “the increase in public-private partner-
ships has enabled TDR to transition several of its projects
to new initiatives and focus more on the transitioning
of products into optimal use through appropriate post-
regulatory evaluation and implementation research.”3>

Another proposal would be to extend orphan drug leg-
islation to tropical diseases, thus speeding up clinical trial
procedures and other regulatory hurdles, as well as lower-
ing costs. As the regulatory review process accounts for a
substantial component of the overall cost of developing
new medicines, any attempt to reduce these costs will
probably be welcomed by the pharmaceutical industry.

Restricted additional market exclusivity can be given
in return for investment in drugs to treat diseases that
have limited incidence in developing countries. Specifi-
cally, consideration could be given to extending the
patents on valuable Western drugs in exchange for giving
up the patent on poor-country disease medicines.3¢ Tax
credits can be offered to private investors that research
medicines, diagnostics, and new technologies for diseases
of poverty.

A variety of proposals have been made to create “pull
mechanisms,” which are designed to create a sufficient
market to encourage research into diseases of poverty.
One such proposal, known as advance market commit-
ments, would guarantee a market for the developers of
a successful medicine developed for a drug for which there
is a limited commercial market.37

Of course, all of these proposals—including pull mech-
anisms, market exclusivity, and certain PPPs—regardless
of how urgent the need, hand power in varying degrees to
bureaucracies that are unlikely to relinquish such power
in the future when it may not be needed. The history
of committees and bureaucracies picking winners is so
replete with failure that venturing down this path is
extremely risky.

A Better Approach

Practical solutions to most poor-country health problems
exist, yet the political will and financial resources to
implement them may be lacking on both sides of the
donor-recipient equation. For a few diseases, increased
research into new medicines and diagnostics is essential
and urgent. However, much of this research and the
mechanisms to sustain it are already in place.

On the one hand, there is scant evidence to suggest
that greater state or intergovernmental agency control of
the R&D process and limitations to intellectual property

will either deliver the medicines required or respond to
patients’ needs and the social costs of suffering from a
disease. On the other hand, PPPs have a well-developed
and successful framework, which has already produced
valuable drugs for diseases of poverty and is showing
promise in vaccine research.

The world’s poor and those in need of medicines would
be better off if the WHO gave wholehearted support to
multipartner initiatives that realize the value of market-
friendly and private sector-driven initiatives to develop
medicines. The need for new drugs and the burden of dis-
eases such as HIV/AIDS and malaria is simply too serious
to be left in the public sector’s hands.

AEI research assistant Kathryn Boateng and Lorraine Mooney of
Africa Fighting Malaria contributed to this article. AEI editorial
assistant Nicole Passan worked with the authors to edit and produce
this Health Policy Outlook.
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