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Does patent protection prevent

Patents Price Medicines Out of R

Globalization of IPR has reduced availability of generics as well.

oth logic and empirical evi-

dence suggest that patent
protection prevents access
to medicines in developing
countries. Patents are by definition
monopolies and, as such, increase

prices, other things being equal.

Abundant data demonstrate that
generic producers dramatically
lower the cost of drugs, because

they operate with lower profit mar-

gins and promote competition.

Accordingly, in Brazil the substi-

tution of patented imported anti-
retrovirals (ARVs) used to treat AIDS
with locally produced generic equiv-
alents caused their price to fall 80.9
percent on average. This was possi-
ble only before the country began
to grant patent protection for phar-
maceutical products. However, after
such protection began to be offered
in 1997, the cost of ARV therapies in
Brazil escalated, threatening the
sustainability of the government’s
AIDS treatment program and the
survival of over 160,000 pa-
tients. Since then, the afford-
ability of these therapies has
depended on the capacity of
the health ministry to make
credible threats of issuing
compulsorylicenses for ARVs,
thereby forcing the patent
holders to considerably dis-
count these drugs. In addi-
tion, local generic ARV pro-
duction has relied on the
importation of active ingre-
dients from India and China.
As both countries concede
patent protection for new
ARVsin compliance with the
Agreement on Trade-Related
Aspects of Intellectual Prop-
erty Rights (TRIPS), these in-
gredients may no longer be
available.

The globalization of intel-

of the Poor

lectual property rights promoted by
TRIPS has also undermined efforts
by other developing countries to
gain access to cheap, generic ARVs.
Research conducted by Oxfam track-
ing the price of patented ARVs in
Uganda from May 2000 to April
2002 showed that such prices fell as
much as 97 percent after the coun-
try started to import generics from
India. As a result, at one treatment
center alone, the number of patients
taking these medicines increased by
200 percent within a year.! Unfortu-
nately, like Brazil, Uganda will face
difficulties in financing anti-AIDS
therapies after changes in the Indian

Patents Act begin to take effect.
Some interested parties claim that
the lack of access to medicines in
the developing world is caused by
poverty and insufficient health care
spending rather than the high cost of
medicine. Studies conducted by Amir
Attaran and Lee Gillespie-White, the
Pharmaceutical Research and Man-
ufacturers of America (PhRMA) and
the pharmaceutical multinational
Merck, show that many of the anti-
AIDS cocktails are not subject to pat-
entsinmostAfrican countries—with
the notable exception of South Af-
rica—and could thus be readily used
by these countries. The studies also
point out that lower prices in ARV
(CONTINUED ON PAGE 24)
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access to medicines in developing countries?

Harvey E. Bale

Patents Protect Research Needed to Treat Diseases

Poor health systems and infrastructure are what impede access.

atents are not a barrier to
equitable health care. New
medicines are needed to
meet global disease chal-
lenges. More than $60 billion is spent
annually by pharmaceutical, vaccine
and biotechnology companies in
pursuit of that goal. The emerging
global system of intellectual prop-
erty protection will guarantee and
generate much of the product re-
search and nearly all of the product
development necessary to cope with
the diseases that threaten develop-
ing countries.! The 2003 agreement
on TRIPS, as well as other bilateral
and multilateral agreements, sustain
the research and development we
need to confront those threats.

Of course, making health care,
including medicines, more acces-
sible is important. Over the past 30
years, according to the World Health
Organization (WHO), one-third of
the world’s population has lacked
access to essential medicines and
drugs. Most of those cut off from
access live in developing countries.
But they also deserve to have med-
icines and drugs that are reliable.
These products should be free of im-
purities, stored properly, not coun-
terfeited—and, in the case of generic
drugs, be “bioequivalent” to the in-
novative ones.

Most of the medicines sold in

developing countries are supplied

generically, either branded or un-

branded. But counterfeits crowd
higher-quality medicines out of the
market, reducing the availability of
better and safer alternatives.?

Even where good-quality medi-

cines (patented and generic copies)
are available, the reasons patients
in many developing countries can’t
get them usually have nothing to do
with price. For example, in regions
like Africa, where the AIDS crisis
has spread to major pro-
portions, less than half of
those needing ARV treat-
ment get it. The WHO’s
HIV/AIDS chief, Kevin
De Cock, has noted that
Africa is short 1 million
health care workers, while
health infrastructureisin
poor condition.

Many other diseases
prevalent in developing
countries are treatable
with off-patent drugs. Yet,
these presumably inex-
pensive medicines still
do not reach the billions
of people who need them.
India is a relative late-
comer to the adoption of
pharmaceutical patent
protection (and its legis-
lation still cannot be de-

scribed as adequate). Even though
relatively few pharmaceutical prod-
ucts are under protection in India,
approximately two-thirds of the pop-
ulation lacks access to them.

In May 2000, five major develop-
ers of HIV antiretroviral drugs and
five international agencies (WHO,
World Bank, UNAIDS, UN Chil-
dren’s Fund, and UN Population
Fund) agreed that the major barrier
wasn’t patents. As part of the launch

(CONTINUED ON PAGE 24)
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(CONTINUED FROM PAGE 22)
medicines have not by themselves
led to substantial increases in treat-
ment opportunities in Africa.

There are at least two major fal-
lacies in these studies. First, as sev-
eral NGOs have countered, patents
for anti-AIDS medicines are corre-
lated with purchasing power and
the size of HIV-infected popula-
tions. In order to correctly assess
the impact of patents on access to
medicines, the market sizes of dif-
ferent countries must be taken into
account. Lumping South Africa in
with other less populous and poorer
countries, plus the greater demand
for ARVs in South Africa, obscures
the adverse effects of patents on ac-
cess to medicines under conditions
of less affluent countries. Therefore,
these effects have been considerably
underestimated by the above-men-
tioned studies.

Second, evidence shows even
medicines not protected by patents

remain unavailable in African coun-
tries; patents cannot be considered a
major barrier to treatment. But the
effects of patent protection on the
costs of (and access to) medicines
often-times transcend national bor-
ders. South Africa, which exports pat-
ented ARVs to the rest of the conti-
nent, is a case in point.

Patents also indirectly lead to
higher prices by allowing the for-
mation of pharmaceutical cartels,
usually concealed behind a pleth-
ora of licensing arrangements be-
tween companies. The market is
thereby partitioned in ways that
would have been illegal in the ab-
sence of patent protection. Most no-
tably, during the 1960s the price of
the antibiotic tetracycline was iden-
tical in 13 countries for which price
data were available.

The lack of accessibility to medi-
cines in the developing world may
also be compounded by the indi-

rect effects of patent protection in
high-income countries. The Commis-
sion on Intellectual Property Rights
warned in 2002 that such protection
“may provide powerful incentives
to do research of particular kinds
which mainly benefit people in de-
veloped countries, diverting intellec-
tual resources from work on prob-
lems of global significance.” The
pharmaceutical industry has failed
to develop the medicines needed to
treat many ravaging infections en-
demic to the developing world, such
as tuberculosis, malaria, leishmani-
asis, African trypanosomiasis, Cha-
gas disease, and dengue fever.

André de Mello e Souza is assis-
tant professor of international rela-
tions at the Universidade Catdlica
in Rio de Janeiro.

FOR SOURCE CITATIONS SEE: americasquarterly.
org/melloesouza.html

(CONTINUED FROM PAGE 23)

of an initiative aimed at improving
worldwide access to ARV treatments,
they acknowledged that the protec-
tion of intellectual property rights
in compliance with international
agreements was necessary to stim-
ulate innovation.

Medicines for malaria, tuberculo-
sis and diarrheal diseases, ailments
that particularly affect developing
countries, will similarly benefit
from intellectual property protec-
tion. With responsible government
policies, pharmaceutical companies
cansafely sell and offer differential
pricing to poor countries that will
effectively deliver essential medi-
cines. Programs to combat other ma-
jor diseases, such as river blindness,
trachoma, leprosy, lymphatic filari-
asis,and intestinal helminthes, can
also be reinforced with a combina-
tion of patent protection and gov-

ernment and private-sector partner-
ships designed to strengthen health
care infrastructure, ensure adequate
financing for health and build local
health care capacity through train-
ing and support.“

Indiscriminate use of compulsory
licensing provided for under TRIPS®
that allows countries to force compa-
nies to relinquish patents in cases of
medical emergency may save “costs”
temporarily. But the real cost to
those countries, in terms of quality
and access to newer technology and
products, is greater than any short-
term savings.

In the past, debate over intellec-
tual property protection reflected a

“North-South” divide. Today there is
agrowing division within the South
itself. Countries like Korea, China,
Singapore, and Mexico consider
the preservation of patent rights

Harvey E. Bale

for medicines crucial for wealth
creation and the establishment of
a sound health care infrastructure.
In contrast, countries like Thailand
(at least under the recent military
rule) and Brazil (with locally domi-
nant, government-owned drug fac-
tories) ignore intellectual property
rights and have failed to invest suf-
ficiently in long-term health system
improvements. In this developing-
country divide, the former group
understands that patents are com-
plementary to sound public health,
not a threat.

Harvey Bale is a former director
general of the International Federa-
tion of Pharmaceutical Manufac-
turers & Associations (IFPMA).

FOR SOURCE CITATIONS SEE: americasquarterly.
org/bale.html
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