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Abstract

This article describes the antiretroviral (ARV)
manufacturing market in Brazil and contextu-
alizes the challenges for the public policy of sup-
plying ARVs through the National STD/AIDS Pro-
gram. Increasing expenditure on these drugs is
the main source of uncertainty for the policy’s fu-
ture. Brazil’s domestic scenario is one of growing
external dependence, both for the finished drugs
and the active ingredients. Experience in the Na-
tional Program has shown that it is the state’s
role to provide public goods, which presupposes
ensuring mutual compatibility between com-
pany interests and social interests. This balance
is currently at stake in Brazil, since structural
changes in the market have raised challenges for
the National Program’s sustainability, requiring
new public policy instruments in defense of the
collective interest. The article drew on a literature
review, using bibliographic indexing sources, sys-
tematic organization of primary data, govern-
ment publications, relevant legislation, research
reports, and articles recommended by experts
from the field.
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Introduction

The Brazilian policy for HIV/AIDS control is
known worldwide for its plurality of interven-
tions, including prevention, institutional net-
work capacity-building, social participation, re-
spect for human rights, and provision of antiret-
roviral drugs (ARV). There are now an estimated
600 thousand individuals living with HIV/AIDS in
Brazil, of whom 180 thousand are receiving an-
tiretroviral therapy (ARVT). Some 20 thousand
persons begin treatment each year 1.

In 1996, Brazilian Federal Law 9.313 2 pro-
vided for universal and free access to combina-
tion ARV therapy. The bill was based on the 1988
Federal Constitution, which created the Unified
National Health System (SUS) and defined health
as a citizen’s right. As of 2008, 18 drugs were pro-
vided in different preparations. Of these, eight
(zidovudine, stavudine, didanosine, lamivudine,
ritonavir, saquinavir, indinavir, and nevirapine)
are manufactured domestically and ten are im-
ported (abacavir, didanosine EC, tenofovir, am-
prenavir, fosamprenavir, lopinavir/r, atazanavir,
efavirenz, enfuvirtide, and darunavir).

As of early 2007, the Brazilian government’s
strategies to guarantee the program’s drug sup-
ply included domestic production of off-patent
ARVs and the threat of compulsory licensing for
patented drugs. More recent events like threats
of compulsory licensing of efavirenz in 2007 have
marked the reorientation of government action.
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These changes have been confirmed by Brazilian
agenda-setters and official government docu-
ments 345. Other trends have emerged, and the
government’s supply of ARVs and the various
stakeholders have increasingly appeared in the
debates in light of this new institutional context.

The current article aims to describe the ARV
manufacturing market in Brazil and identify the
principal challenges for public policy and univer-
sal provision of ARVs in the National STD/AIDS
Program. The article expands the discussion on
the pharmaceutical market, approached in pass-
ing in the paper Dilemmas for Antiretroviral Dis-
tribution Policy in Brazil 6, which analyzed the
Brazilian AIDS program as a public policy.

The key issue analyzed in this paper is that for
national economies, the market for AIDS drugs
reproduces the main barriers found in the over-
all pharmaceutical market. Typical flaws in the
pharmaceutical market favor large manufactur-
ers, which exert pressure on price formation and
wield sufficient power to affect national policies,
as in the case of ARV supply in Brazil.

The article consists of two sections. The first
describes the overall pharmaceutical industry,
an oligopoly dominated by large companies. The
second section analyzes recent trends in the ARV
market in Brazil, in which the transnational com-
panies have been expanding their share.

We conducted a literature review through
indexing sources such as the Sergio Arouca Na-
tional School of Public Health/Oswaldo Cruz
Foundation (ENSP/FIOCRUZ), the Virtual Health
Library (BVS) of the Brazilian Ministry of Health,
Latin American and Caribbean Health Sciences
(LILACS), Scientific Electronic Library Online
(SciELO), PubMed, publications by the Nation-
al STD/AIDS Program, and the Brazilian Na-
tional Economic and Social Development Bank
(BNDES). We also consulted the relevant legisla-
tion, research reports, and articles recommend-
ed by experts from the field. The data on trends
in drug purchases by the National STD/AIDS Pro-
gram refer to the period 2001-2006, based on the
database of the Department of Strategic Health
Programs, General Coordination of Programs
and Projects, Ministry of Health.

The pharmaceutical market

The pharmaceutical market is dominated by a
handful of multinational companies. As empha-
sized by Palmeira Filho & Pan 7, the large compa-
nies have grown rapidly since the 1940s, taking
advantage of the opportunities created by ad-
vances in knowledge on chemical synthesis ap-
plied for medicinal purposes. The expansion of
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these companies is characterized by investment
inresearch and development (R&D) for new mol-
ecules, which allowed launching numerous new
products, sales promotion of new drugs, and the
establishment of manufacturing plants near the
consumer markets.

The active ingredients used by global phar-
maceutical companies used to be produced in
their own centralized facilities. Since the mid-
1980s, intensification of international competi-
tion has led to a restructuring process in the mul-
tinational companies, which have rationalized
their production by closing smaller and less effi-
cient units and strengthening others 8. This trend
has intensified since the 1990s, with mergers and
acquisitions. In 2006, the ten largest companies
detained 47% of the industry’s sales 9, accompa-
nied by a concentration of products. In that same
year, the ten most widely sold drugs in the world
accounted for US$ 60 billion in total sales 9.

The pharmaceutical industry has a concen-
trated, oligopolistic market structure, subject to
entry barriers in the form of patent protection,
the need for high investments in R&D, control
of the supply of active ingredients, and brand
name loyalty to the leading laboratories. Particu-
larly in the case of drugs sold under medical pre-
scriptions, various flaws limit competition in the
pharmaceutical markets, as described by Régo 10
& Bastos 11:

(a) The existence of oligopolies and monopo-
lies: no company alone controls a large share of
the market. However, there is a concentration ac-
cording to therapeutic class, with oligopolies and
monopoliesin these classes. From the consumer’s
point of view, this occurs because the classes do
not substitute for each other, i.e., alipid-lowering
drug does not replace an antibiotic, and vice ver-
sa. The pharmaceutical companies’ competitive
strategy is not price competition, but the intro-
duction of new or improved products. The com-
petitive pattern centered heavily on innovation
generates excessive dependence of the industry
on R&D and marketing focused on convincing
physicians to prescribe the drugs.

(b) Asymmetry of information: as in other
markets for goods and services in health, in-
formation between buyers and sellers is asym-
metrical.

(c) Separation of decisions on prescription,
consumption, and financing: generally speak-
ing, the consumer does not choose the product,
which is prescribed by a physician. The physi-
cian (who decides) is not responsible for pay-
ment. Government or private health insurance
often makes the payment, so that the classical
price-based mechanism involved in the decision
to consume fails to occur.



(d) Patent protection: although drug devel-
opment depends on large investments in R&D,
there are no relevant natural or technical barriers
to the entry of new competitors, and the tech-
nologies are easy to copy in certain production
phases. The industry thus requires institutional
barriers that allow an innovative company to en-
joy a monopoly over its processes and products
for a given period of time.

(e) Brand loyalty: allows companies to main-
tain market niches, even after patent expiration,
or after the introduction of products similar to
theirs, even if improved.

These market flaws limit competition and give
large companies strong market positions. Such
companies thus have ample power for price-set-
ting and the capacity to influence public policies
for access to medicines.

Since it is heavily based on knowledge-in-
tensive sectors, the pharmaceutical industry is
defined as science-based, and its motor force is
innovation. Partnership with a large number of
public and private research institutions is essen-
tial 12. The industry has been characterized by in-
novation, and major companies have succeeded
in dealing with the technological revolutions ex-
perienced by the industry.

Highly innovative medicines, namely those
with a new active ingredient and that provide ac-
tual clinical improvement, are less frequent and
more profitable. However, so-called incremen-
tal innovations have been more common, that
is, modest alterations in relation to the existing
product and which present improvements as to
the therapeutic effect, adverse events, dose regi-
men, or price. These are the so-called “me-too”
drugs 13. There is disagreement in the literature
and decision-makers as to whether these drugs
are truly innovative 14. Currently, in both the
developed and developing countries, fewer and
fewer companies are conducting R&D activities.
In addition to the high risk and complexity of
innovation processes, the increase in regulatory
requirements has inflated the costs of R&D 15.
It has become cheaper to invest in incremental
innovations, whose patent applications can be
filed after the patent on the original drug expires,
thus extending the patent-holder’s monopoly
period.

Patents are one of the principal mechanisms
for private appropriation of innovations in the in-
dustry. In the case of the pharmaceutical indus-
try, patents are viewed as essential for stimulating
innovations. Such protection is a comparative
advantage for the company, due to large-scale
use of R&D 16, Intellectual property is also an en-
try barrier, maintaining oligopolies and allowing
companies to charge off-competition prices.

ANTIRETROVIRAL MANUFACTURERS AND UNIVERSAL ACCESS TO DRUGS

An important characteristic of the pharma-
ceutical industry is its institutional relation-
ship with the state. Stiglitz 17 discusses the role
of government in the provision of public goods
and highlights the state’s conflictive position in
situations of monopoly or oligopoly. According
to the author, government should act when the
market presents flaws. Stiglitz 17 lists the basic
market flaws: imperfect competition, lack of
public goods, negative externalities, incomplete
markets, imperfect information, and unemploy-
ment and other macroeconomic disturbances.
The pharmaceutical industry displays most of
these flaws.

The economic literature defines government
granting of patents as a market flaw, as observed
in the pharmaceutical industry. While patents
may encourage innovation, they also generate a
monopoly position for their holders.

Even so, the implications of intellectual prop-
erty protection are extremely complex when ana-
lyzed from the perspective of national develop-
ment and public-private partnership. Gadelha et
al. 18 emphasize that in the developed countries,
health protection and promotion activities have
been consistent with innovative business activi-
ties and argue that this model should be followed
in Brazil:

[In the mature countries], “...the state plays
a prime role in making health policies and inno-
vation policies mutually compatible, establishing
strong regulation of economic agents, in addition
to the usual policies for social well-being. Mean-
while, it induces the business sector to adopt in-
novative strategies based on the expected profit-
ability of investments in R&D... In the Brazilian
case, we identify ... a sharp disconnect between
the health system and the innovation system...” 18
(p. 57).

The question here relates to the definition
—in a national setting — of the winners and losers
in protection for innovation. In the effort at link-
ing the health system and the innovation system,
how does one include the large multinational
companies, whose comparative advantages from
patent protection threaten the sustainability of
public programs that depend on protected medi-
cines?

In short, the pharmaceutical industry is one
in which government intervention is essential.
The market flaw of the benefit of the monopoly
position granted by the patent has been expand-
ed by the international dissemination of property
rights for pharmaceutical innovation. The central
question is the acceptable limit to institutional
protection for patent rights, without generating
public harm.
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Recent trends in the Brazilian
national ARV market

From 1996 to 2008, the Brazilian national policy
for ARV distribution cost more than US$ 2 bil-
lion 5. Among the results, from 1997 to 2003, AIDS
mortality dropped by 40% to 70%, morbidity de-
creased by 60%, there were 360 thousand fewer
hospitalizations, and 58 thousand new AIDS cas-
es were avoided 1. These results are associated
with a nearly tenfold increase in survival follow-
ing AIDS diagnosis (from 6 to 58 months) 19.

Since 2005, there was a major increase in ex-
penditure on ARVs that interrupted the histori-
cal decline and stabilization in the epidemic that
had begun in 1999. The decline from 1999 to 2001
was probably due to domestic production of off-
patent ARVs, despite an increase in the number
of patients. Additionally, stabilization of expendi-
tures from 2001 to 2005 was due to negotiations
to reduce the price of imported medicines, led
by the Ministry of Health. The increase in ARV
spending in 2005 may have been caused by pur-
chases of imported medicines. Among the basket
provided by the National STD/AIDS Program,
eight drugs were manufactured domestically.
The need to purchase new imported ARVs is due
to the emergence of viral resistance, which re-
quires that patients be treated with the so-called
second or third-line products, protected by pat-
ents 3, in addition to the incorporation of drugs
with lower toxicity, used in the initial regimens.
Imported ARVs now account for 81.6% of total
expenditure 1.

Table 1 shows the price difference between
different treatment regimens used in Brazil.
While maintaining zidovudine/lamivudine as
the backbone therapy, to replace nevirapine
(produced domestically) with atazanavir/ritona-
vir (atazanavir is imported) produces a difference
of US$ 2,145 per treatment.

The growing need to import high-cost medi-
cines, whose production is protected by patents,
imposes a new agenda on the Brazilian state in
relation to the sustainability of drug production
on the same basis adopted throughout the 1990s
and early 21st century.

Notwithstanding the growing access to ARVs
in the developing countries in the last five years,
multiplying the number of players in the inter-
national supply arena (companies, multilateral
agencies, lobby groups, and foundations), ARV
provision in Brazil continues to be a responsibil-
ity of the National Health System, and the solu-
tions must be found in the public sphere.

The Brazilian government’s main strategies
for ensuring the treatment program’s sustain-
ability have been the domestic production of
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off-patent ARVs and the threat of compulsory
licensing for patented products. During this
experience, moments of crisis have threat-
ened the policy’s continuity, like the currency
exchange devaluation in 1999 and negotia-
tions to reduce the prices of imported drugs in
2001, 2003, and 2005. In April 2007, after long
negotiations with Merck Sharp & Domme to
reduce the price of efavirenz (marketed as Sto-
crin), the Ministry of Health found the results
less than desirable. Using one of the flexibilities
of the country’s Intellectual Property Law 20,
the drug was ruled a public utility, after which its
compulsory licensing was also declared.

ARV supply underwent two distinct phases.
In the first phase, off-patent drugs were recog-
nized in Brazil and the products could be cop-
ied freely. The second was after the Intellectual
Property Law entered into force, creating patent
protection. This law was enacted in the context of
Brazil’s joining the TRIPS agreement (Trade-Re-
lated Aspects of Intellectual Property Rights) 21,
undertheWorld Trade Organization (WTO), which
regulates the standards for intellectual prop-
erty law in member countries. Law 9.279/96 20
was a watershed in the policy for distribution
of AIDS drugs. Entering into force in 1997, the
law’s effects were felt more clearly in the mid-
dle of the current decade, with the increase in
expenditures on these drugs, resulting from the
alternative policy imposed by the multinational
pharmaceutical companies, “forcing” the entry
of second and third-line ARVs 22.

The new ARVs displayed therapeutic gains.
One way of including them in the basket of drugs
supplied by the National Health System was
for patients to subpoena for them through the
courts, using the medical prescription for a drug
still not available in the public system 23. Partici-
pation of the social movement in defense of ARV
policy was decisive, and we are not questioning
its legitimacy here. However, it is also true that
access to ARVs via legal action increased the per-
meability of the National Health System to im-
ported drugs.

Imported ARVs assumed huge weight in total
ARV purchases. In this new context, the domes-
tic manufacturers’ leading role in the first phase
of production gave way to the predominance of
large pharmaceutical companies, changing the
face of the ARV market in Brazil.

Figure 1 shows the drop in government labo-
ratories’ share in comparison to private compa-
nies in supplying ARVs to the National STD/AIDS
Program from 2001 to 2006. Although private
Brazilian companies are included in the overall
tabulation of private companies, the percentage-
wise decrease in the share of government labora-



Table 1
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Annual expenditure per patient (in US$) for different antiretroviral regimens for adults. Brazil, 2005.

Antiretroviral regimen Expenditure/year (US$)
Zidovudine-lamivudine-nevirapine 682.00
Zidovudine-lamivudine-efavirenz 1,005.00
Zidovudine-lamivudine-lopinevir/ritonavir 1,805.00
Tenofovir-lamivudine-nevirapine 1,857.00
Tenofovir-lamivudine-efavirenz 2,180.00
Zidovudine-lamivudine-atazanavir/ritonavir 2,827.00

Source: adapted from Greco & Siméao 1.

Figure 1

Percentage share of Far-Manguinhos (Oswaldo Cruz Foundation, Rio de Janeiro, Brazil), government laboratories, and private

companies in the amounts of antiretroviral drugs purchased by the Brazilian National STD/AIDS Program, 2001-2006.
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Source: prepared by the authors, based on data from the Department of Strategic Health Programs, General Coordination of

Programs and Projects, Brazilian Ministry of Health.

tories is clear. Far-Manguinhos (FIOCRUZ), with
an outstanding position in Figure 1, underwent a
continuous and sharp decline, from 34% to 10%
between 2001 and 2006. The other government
laboratories began a with 22% share in 2001.
They reached their highest share in 2003, with
38%, and dropped to 35% in 2006. In 2001, the
combined share of the government laboratories
was 56%, with private companies accounting for
the other 44%. By 2006, the combined govern-

ment share was 45%, while the private sector had
increased to 55%.

As shown in Figure 2, the decrease in the Na-
tional STD/AIDS Program’s spending on ARVs
from government laboratories is similar to the
trend in the amount of drugs purchased. In 2001,
Far-Manguinhos accounted for 25% of expen-
ditures, and decreased to 4% in 2006. The other
government laboratories began with a 9.5% share
of expenditures, increasing to 22% in 2003 and
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Figure 2

Percentage share of Far-Manguinhos (Oswaldo Cruz Foundation, Rio de Janeiro, Brazil), government laboratories, and private

companies in total spending on antiretroviral drugs by the Brazilian National STD/AIDS Program, 2001-2006.
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finally dropping off to 15% in 2006. In 2001, the
government laboratories’ combined share was
34.5%, while private companies accounted for
65.5%. In 2006, the government laboratories’
combined share dropped to 19%, while the pri-
vate sector increased its share to 81%.

As for regulatory issues, the domestically
produced ARVs that are currently distributed are
classified as copies, having been registered as
such with the National Health Surveillance Agen-
cy (ANVISA). ANVISA set deadlines and standards
according to which copies need to be submit-
ted to bioequivalence and bioavailability tests,
among other requirements, in order to become
generics. The ARVs distributed by the National
Health System meet the bioequivalence and bio-
availability tests, and the deadline for complying
with the other ANVISA requirements is 2011.

Although there are national and foreign ge-
neric ARVs registered with ANVISA, only one ge-
neric drug is distributed in the country. Generic
efavirenz (in 600mg tablets and 200mg capsules)
began to be imported from the Ranbaxy labo-
ratory of India after compulsory licensing. Its
bioequivalence and bioavailability tests and pre-
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qualification have been approved by the World
Health Organization (WHO) 24. Oral solution efa-
virenz is supplied by Merck. The other imported
ARVs are reference drugs, protected by patents.

In the public sector, supply comes from gov-
ernment laboratories and is limited to drugs with
expired patents. The rapid addition of new drugs
by the National STD/AIDS Program led to con-
centration of supply, which is associated with dif-
ficulty in substituting one product with another,
and segmentation occurs by therapeutic classes.
In the case of ARVT, the need for the combined
use of products, the combination of which is rig-
orously determined at the attending physician’s
criterion and according to each patient’s clinical
evolution, further limits the condition for sub-
stitution. This difficulty strengthens the market
position of the large multinationals.

The global pharmaceutical companies have
ample command over the private supply sector.
They are brand name ARV manufacturers for
products consumed in Brazil, and they control
all the stages in their drugs’ production chain.
There are some domestic manufacturers that
make finished ARVs. Few Brazilian pharmaceuti-



cal chemical companies produce intermediate
products for synthesis or use in manufacturing
ARVs. This limited domestic production is sold to
the government laboratories that manufacture
the finished drugs. Nearly all of the intermediate
products used by these laboratories are imported
from China or India 4. There is also one private
Brazilian company that markets one of the for-
eign ARVs.

The main stakeholders

The interactions between producers of inter-
mediate compounds and ARV manufacturers,
between public and private manufacturers, be-
tween domestic and foreign manufacturers, and
between all of the above and the Federal govern-
ment — the only player on the demand side — are
essential for understanding the dynamics of pub-
lic ARV supply in Brazil.

Nongovernmental organizations and their
role were beyond the scope of this analysis. How-
ever, we should highlight their relevance in sup-
porting the policy for access to ARVs. Various au-
thorshave explored thisissue, like Levi &Victora 25
and Galvao 26, among others. The government
laboratories, domestic and foreign private com-
panies, and the Federal government are the key
stakeholders for the purposes of this study and
will be examined below.

e Government laboratories

As one of the pillars in the Federal government’s
strategy, the government laboratories are key
stakeholders in ARV supply. They have a twofold
mission, as the instrument for ARV price regula-
tion and by producing low-cost drugs to expand
access by the population. The public network of
pharmaceutical laboratories consists of 18 lab-
oratories affiliated with the Ministry of Health,
State health secretariats, public universities, and
the Armed Forces. In 2003, four of the 18 account-
ed for 75% of total production: Far-Manguinhos
(Rio de Janeiro), Furp (Sao Paulo), Lifal (Alagoas),
and Lafepe (Pernambuco). According to Hasen-
clever et al. 15, most of the government laborato-
ries have limited technological capacity and are
positioned to produce finished drugs, without
the integration of production and synthesis of
intermediate compounds. They are thus depen-
dent on a limited number of partners from the
Brazilian private chemical industry and mainly
on importation of intermediate compounds.
Since they are affiliated with public institutions,
they are subject to budgetary and administra-
tive constraints. Their sales are targeted to the
government, with few exceptions. According to

ANTIRETROVIRAL MANUFACTURERS AND UNIVERSAL ACCESS TO DRUGS

Frenkel 27, the exclusive commercial relations
between these laboratories and the government
discourage their capacity-building in pharma-
ceutical marketing and advertising. This is one of
the limiting aspects for the operational capability
of Brazilian government laboratories, as identi-
fied in the literature 28.

For several years, the government laborato-
ries involved in ARV manufacturing in Brazil have
been Far-Manguinhos, Lafepe, Iquego (Goias),
Furp, Funed (Minas Gerais), and Lifal. Currently,
Lafepe and Far-Manguinhos produce the largest
number of preparations of the drugs, six and five,
respectively. Although nevirapine is produced by
the government laboratories, Boehringer is the
only available supplier of this ARV in oral sus-
pension.

e Private Brazilian companies

Only a few domestic private pharmaceutical
companies produce active ingredients for AIDS
drugs, reflecting the Brazilian pharmaceutical in-
dustry’s scenario of internationalization and de-
pendence in R&D. Currently, Alfa Rio Quimica Lt-
da. produces intermediate compounds for Globe
Quimica and Nortec Quimica S.A., which sup-
plies the active ingredients to Far-Manguinhos.
Since February 2007, production of zidovudine
(100mg capsules), lamivudine (150mg tablets),
and zidovudine + lamivudine (300mg + 150mg
tablets) by Far-Manguinhos has used the active
ingredients produced by Nortec and Globe, with
traceability and quality assurance attested by fol-
low-up of the production by technicians from
Far-Manguinhos.

The Globe, Nortec, and Cristdlia companies
are also producing the active ingredient for efa-
virenz in Brazil to serve Far-Manguinhos and
Lafepe, which will manufacture the drug for the
Ministry of Health in response to the declared
compulsory licensing of this product.

Other companies have the capacity to manu-
facture intermediate compounds, and supplied
them from 1992 to 1997, like Microbiolégica
QuimicaeFarmacéuticaandIndustriae Comércio
de Medicamentos Labogen S.A., among others 4.

As for the finished drugs, Cristdlia has been
the only private domestic pharmaceutical com-
pany to market ARVs in recent years and has ver-
tical manufacturing capability for their produc-
tion 4.

There is also a domestically owned company,
United Medical, which markets tenofovir, manu-
factured by Gilead Sciences Inc., which does not
operate directly in Brazil.

Table 2 lists the domestically manufactured
ARVs, both those produced by the government
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Table 2

Antiretroviral drugs produced domestically in Brazil and type of preparation and manufacturer.

Laboratory

Drug

Preparation

Far-Manguinhos Stavudine 30mg Capsules
Lamivudine 150mg Tablets
Nevirapine 200mg Tablets
Zidovudine 100mg Capsules
Zidovudine 300mg + lamivudine 150mg Tablets
Funed Nevirapine 200mg Tablets
Zidovudine 300mg + lamivudine 150mg Tablets
Furp Lamivudine 150mg Tablets
Zidovudine 300mg + lamivudine 150mg Tablets
lquego Lamivudine oral solution Bottle
Lamivudine 150mg Tablets
Zidovudine 300mg + lamivudine 150mg Tablets
Lafepe Didanosine powder for oral solution Bottle
Stavudine 30mg Capsules
Indinavir 400mg Capsules
Zidovudine 100mg Capsules
Zidovudine oral solution Bottle
Zidovudine 300mg + lamivudine 150mg Tablets
Lifal Indinavir 400mg Capsules
Cristélia Stavudine for oral solution Bottle
Saquinavir 200mg Capsules
Zidovudine Injection Vial

Source: prepared by the authors based on information from the Brazilian National STD/AIDS Program, updated in August 2008.

laboratories and domestic companies, according
to the National STD/AIDS Program’s schedule for
2008.

® Foreign private companies

Foreign companies are present both in the im-
portation of intermediate compounds and fin-
ished medicines.

In recent years, intermediate compounds
have been acquired mostly from Chinese and In-
dian laboratories 4. Part of the products imported
from these countries fails to meet the required
quality specifications, while the Brazilian govern-
ment procurement criteria do not include quality
issues, but are based on the lowest bid. Thus, the
high-quality intermediate compounds from Asia
are mainly targeted to countries that exercise
greater control over the manufacturing condi-
tions, which is not the case with Brazil 4.

If the winner of a tender furnishes a product
that fails to meet the technical specifications,
the government laboratory has the alternative of
either negotiating a new batch or canceling the
tender. Both options are difficult to enforce and
lead to delays in delivery of the product. There
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have been cases in which the domestic private
pharmaceutical companies have proceeded to
purify the raw material in order not to jeopardize
the end product’s quality 4. This situation can also
increase the initial cost by up to 30% 29.

Foreign private companies have a broad
command over the finished product segment.
The multinational pharmas sell all the brand
name ARVs that are protected by patents, which
account for more than 80% of the Federal spend-
ing on drugs for AIDS. Since these companies
are mostly the patent-holders and sole suppliers,
there is no tender, but rather price negotiation.

As for finished medicines, the generic drug
efavirenz, based on the compulsory licensing de-
clared in 2007, began to be purchased from the
Indian laboratory.

Table 3 shows the imported ARVs and the
suppliers, according to the National STD/AIDS
Program’s schedule for 2008.

e Federal government
The state’s role for the pharmaceutical industry

and the ARV issue is highly relevant, since the
demand is essentially public and the Federal



Table 3
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Antiretroviral drugs imported by Brazil, by type of preparation, trade name, and manufacturer.

Laboratory Drug Preparation Trade name
Glaxo SmithKline Abacavir 300mg Tablets Ziagenavir
Abacavir oral solution Bottle Ziagenavir
Amprenavir oral solution Bottle Agenerase
Fosamprenavir * 700mg Tablets Telzir
Bristol-Myers Squibb Atazanavir 150mg Capsules Reyataz
Atazanavir 200mg Capsules Reyataz
Didanosine EC 250 mg Capsules Videx EC
Didanosine EC 400mg Capsules Videx EC
Tibotec Darunavir 300 mg Tablets Prezista
Ranbaxy Efavirenz 200mg Tablets Generic
Efavirenz 600mg Tablets Generic
Merck Efavirenz oral solution Bottle Stocrin
Roche Enfuvirtide 90mg/MI Vial Fuzeon
Abbott Lopinavir/r 200mg/50mg Tablets Kaletra
Lopinavir/r oral solution Bottle Kaletra
Ritonavir 100mg Capsules Norvir
Boehringer Nevirapine oral suspension Bottle Viramune
Gilead ** Tenofovir 300mg Tablets Viread

Source: prepared by the authors, based on information from the Brazilian National STD/AIDS Program,

updated in August 2008.
* Fosamprenavir is a version of amprenavir;
** Marketed in Brazil by United Medical.

government is the sole purchaser. According to
Gadelha 30, the National Health System’s design
and the changes in the Federal government’s
organization in the social policy field since the
1980s consolidated the Brazilian state as the
central player in health-related issues, due to its
high purchasing power for goods and services,
induction, regulatory control, and interaction
with civil society. The state’s participation in
ARVs involves various areas, such as industrial
policy conditions, regulation of public purchas-
es, regulatory issues, and especially intellectual
property.

In relation to the country’s intellectual prop-
erty regimen, the literature maintains that the
policy’sresults were the opposite of those claimed
as the basis for adopting it. According to Brazilian
and international nongovernmental organiza-
tions 13, public sector institutions 31, and authors
such as Love 32 and Bermudez et al. 33, among
others, adherence to the international rules for
intellectual property has deprived the developing
countries of the right to adopt the patent protec-
tion regimen that would most benefit their social,
economic, and technological development. This
was purportedly the Brazilian situation, in which

the prevailing intellectual property regimen rep-
resented a mechanism involving market reserve
and inhibition of innovation rather than an in-
centive for direct investment, competitiveness,
and increasing technology transfer. The above
authors defend a reading of the Intellectual Prop-
erty Law (Law 9.279/96) 20 that is more favorable
to public health, through judicious granting of
patents and ample use of all the law’s flexibilities,
including compulsory licensing when necessary
and applicable.

Final remarks

This study shows that the demand for treatment
with new imported ARVs grows year by year in
Brazil, increasing the country’s expenditures on
these drugs as of the middle of the current de-
cade. The major increase in spending for the Na-
tional STD/AIDS Program is the principal source
of uncertainty concerning the on-going policy of
universal access to ARVs.

This shows that the Brazilian scenario is one
of growing external dependence on the importa-
tion of medicines and active ingredients. Govern-
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ment laboratories concentrate the manufactur-
ing of medicines with low technological density,
demonstrating that although they were highly
important during the first phase of ARV supply,
they have lost their place in production volume
and value, and appear incapable of dealing with
the multinationals’ strategy of replacing off-pat-
ent drugs with patented products.

In the second phase of the ARV distribution
policy, the domestic market was substantially
modified by the large pharmaceutical companies’
increasing share, to the detriment of domestic
manufacturers. The domestic market thus began
to look more like the world ARV market, with a
predominance of global pharmaceutical compa-
nies on the supply side. The prospects may be
for the oligopolization of the drug supply for the
Brazilian National STD/AIDS Program.

Even so, and importantly, this is still an open
process. One should consider the new context of
international cooperation among the emerging
countries, which could create other possibilities
for technological exchange and dissemination.
The case of the Ministry of Health’s purchase of
efavirenz from Indian companies, after declar-
ing compulsory licensing, illustrates the changes
in the form of cooperation between the central
and secondary economies in the current decade.
The Ministry of Health has obtained extremely
favorable prices for efavirenz, and a technology
transfer process is under way 34. However, China
and India, major world producers of active in-
gredients and generic ARVs, recently joined the
property rights rules proposed by the WTO, and
the impact of this move is still not known. Will
these countries experience greater dependence

Resumo

O artigo descreve as caracteristicas do mercado pro-
dutor de anti-retrovirais no Brasil e situa os desafios
para a politica ptiblica de provisdo de medicamentos
no Programa Nacional de DST e AIDS (PN-DST/AIDS).
A elevacao expressiva das despesas com esses medica-
mentos é a principal fonte de incerteza sobre a poli-
tica. O cendrio nacional é de crescente dependéncia
externa, tanto no segmento de medicamentos quanto
no de principios ativos. A experiéncia do PN-DST/AIDS
demonstrou que cabe ao Estado nacional a provisdo
de bens puiblicos, o que pressupoe a compatibilizagdo
entre interesses empresariais e sociais. Esse equilibrio
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on the large pharmaceutical companies, as is
currently happening with Brazil in relation to
patented medicines? In this case, the possibili-
ties for importing generics from these countries
will also tend to decrease.

Patent rights are granted by the state and
also require compensation for the market im-
perfections associated with the goods involved
and the operational strategies by the players in
these markets. While the technological barriers
to copying products are surmountable, the in-
stitutional barrier imposed by the patent right
itself is impeditive. The institutional barrier has
become the main limitation to public policy for
supplying ARVs. Price negotiation and threats of
compulsory licensing gave way to a more aggres-
sive, reactive agenda. This agenda has been con-
solidated in the literature and in international fo-
rums on the issue and appears to have oriented
Brazil’s recent decisions, especially in relation to
efavirenz purchases.

The experience of the National STD/AIDS
Program shows that the national state has the
role of providing public goods. In some cases, the
production of public goods presupposes making
companies’ interests and social interests mutu-
ally compatible. This balance is being challenged
in Brazil, given the strengthening of the trans-
national companies’ market position in ARV
production. The National STD/AIDS Program
experienced its consolidation phases based on a
strategic alliance with government laboratories.
Structural changes in the market created unex-
pected challenges for the program’s sustainabil-
ity, requiring new public policy instruments in
defense of the collective interest.

estd sendo desafiado no Brasil visto que as mudangas
estruturais no mercado trouxeram desafios a sustenta-
bilidade do programa, exigindo novos instrumentos de
politica ptiblica em defesa do interesse coletivo. Para a
confecgdo do artigo empreendeu-se revisdo da literatu-
ra usando-se fontes de indexagdo bibliogrdfica, siste-
matizagao de dados primdrios, publicagoes de orgaos
puiblicos, legislacoes pertinentes, relatorios de pesquisa
e artigos indicados por especialistas da drea.

Anti-Retrovirais; Assisténcia Farmacéutica; Induistria
Farmacéutica
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