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Profile of the pharmaceutical
industry and relevant sector aspects
The Pharmaceutical market in Brazil
The Brazilian market for medication earned R$ 69,04 billion in 2019, equivalent to US$ 17.50
billion (Pharmacy Channel, net amount – average discount of 38.7%), according to surveys
from IQVIA Consultancy. There was a 10.74% growth in reais, vis-a-vis the previous year, which
represents approximately 2% of the world market, and as a seventh runner in the ranking of the
20 main world economies. In Latin America, it is the main market, ahead of Mexico, Colombia
and Argentina.
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Industry profile
In 2019, the Brazilian medication market had 249 regularized laboratories, with prices registered at
the CMED. From this group of companies, 101 (41%) had an international origin and 148 (59%), domestic
capital.
In the Pharmacy Channel, multinational companies hold a 51.6% stake of the market in terms of
invoicing and 34% in units sold (boxes). Domestic laboratories account for 48.4% of the market in
invoicing and 66% in units sold (boxes). The ever-growing share of generic medication has given
national companies the leadership in sales per units.

Employment
The Brazilian pharmaceutical industry ended the year of 2018 with 96.744 thousand direct jobs, being
that 3.392 employed by the companies that manufacture pharmaceutical preparations, 10.072 in
companies that manufacture medication for veterinary use and 83.280 in companies manufacturing
medication for human use, according to official data. Of the pharmaceutical companies focusing on
the manufacture of medication for human use, 41% are headquartered in the State of São Paulo.

Economic regulations
An economic regulation system that is synchronized with the foundations of economy cannot bear
the price control mechanisms such as the country has been applying in the last decades. Economic
regulation should serve as an instrument to enhance the market, stimulate research for innovative
products and create a propitious environment for investments in general, protecting consumers
through the guarantee of a healthy and sound market. There exists the need to streamline the
present-day price regulation system.

Price control
AAdopted unilaterally and without a broader economic strategy that is articulated and for the long
term, price controls in the past disorganized the pharmaceutical chain, inhibiting investments in
plants and in the launch of new drugs. Such a control should be selective and not encompassing,
remaining restricted to those classes of medication in which the market may be deemed to be
imperfect (with low competition). In 2019, Resolution CMED no 02/2019 was published, setting forth
the procedures to release the Plant Price for Over-The-Counter (OTC) Drugs. The trend is that, in the
near future, a large part of the OTC Market will have the prices released.
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Readjustments
Since the end of the year 2000, the pharmaceutical industry has been submitted to a stringent
price control. From 2000 to 2019, the accumulated readjustment granted by the Market Regulation
Chamber for the Medication Market – CMED) was of 181.04%, with the prevailing accrued inflation
reaching 221.04% during the same period – measured by the Amplified or Broader Consumer Price
Index (IPCA) of the IBGE.

Tax burden
The high tax burden for medication for human use corresponds to 31.3%, on average, of the price
to the consumer – one of the steepest in the world, impeding the products from reaching the end
consumer at an even lower price. In Portugal, as an example, the tax that is applied on medication
is of 6%. Mexico does not charge taxes. Compared to other sectors, the products whose destination
is agriculture or cattle breeding receive tax benefits from the ICMS, PIS and Cofins. Therefore, faced
with the 31.3% tax burden for medication for human use, the medication for animal use has a tax
burden of 13.11%. An important measure was adopted by the State of Paraná, reducing the tax aliquot
for ICMS (tax on circulation of goods) to 12%. This same initiative was replicated in Minas Gerais and
São Paulo, for generic medication. Notwithstanding this, since 2017, some States have hiked up their
tax burden by 1%. Sindusfarma continues with its mission of fighting for the adoption of a tax burden
that is equivalent to zero for medication in Brazil.

Fiscal War
The dispute among states to attract companies from sectors that are economically relevant, through
the granting of fiscal incentives has especially impacted the São Paulo pharmaceutical pole- the
main one in the country -, bringing about losses for the chain of production by creating disloyal
competition for the so called use of the “invoice ride”.

Industrial policy
The cornerstone of a successful industrial policy for the pharmaceutical sector is long-term,
subsidized interest financing. A small advance occurred with the creation by the BNDES of the
Profarma Programs, whose financial contributions are insufficient to meet the demand of the
sector, especially when it comes to research and development. Other aspects should be included
in a technological innovation policy, with a stable and defined regulatory framework, which will
contemplate the development of the sector.
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Development of the sector
The development of the pharmaceutical sector should be based on the following equation:
stimulating local production, stimulating innovation, favorable environment for clinical research in
the country, as well as the adoption of public policies for access to medication.

Innovation
The Innovation Law is fundamental to strengthen the pharmaceutical industry. The country lacks
guidelines that govern the relationship between private initiative and public institutions, such as
university research centers. There is a need for greater public funding in this segment, since the risk
with research is great and the results uncertain.

Incremental innovation
An important gap that needs to be addressed in the drug pricing rule in Brazil is the correct framework
for products, based on incremental innovation. The rule in force does not stimulate companies
interested in streamlining “old products”, which are broadly prescribed because of their proven
efficacy and which can be improved, with important therapeutic gains, such as lower dosages, shorter
treatment times or fewer side effects, in addition to possible cost reductions.

R&D and Clinical Research
OBrazil has favorable conditions to become an advanced research center. Its biodiversity - the
largest in the world - enhances the country’s potential to receive investments. In order to take
better advantage of these resources, a policy that privileges innovation, encouraging investments, a
more intense exchange between Brazilian and international researchers and, especially, a defined
regulatory framework, stable and that adequately protects intellectual property is necessary. The
actions of the Ministry of Health to expedite the approvals of Clinical Trials in Brazil have improved
the local environment for this investment. Both Conep (National Commission of Ethics in Research)
and Anvisa have reduced the deadlines for approval of local Clinical Trials, but there is a need to
modernize regulatory frameworks and better define the rights of individuals in the research.
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Patents
Although it defines support to research, the development of drugs and medication and the
exploitation of biodiversity as priorities, the country has a lengthy process of analysis and approval
of patents. This is due to the lack of structure of the INPI (National Institute of Industrial Property),
that would need to be strengthened to dynamize the innovation circuit, based on international
rules for respect to intellectual property filed or signed by Brazil.

Data protection
A complementary institute to the granting of patents needs to be guaranteed in the country, in
accordance with international legislation, as well as the exclusivity period for the information
regarding the safety and efficacy tests of medication provided to the regulatory agency by the
pharmaceutical industries that are the owners of such products. More than protection against
unfair commercial practices, the measure creates strong additional stimulus for investments in
innovation by companies in the sector.

Generics
In recent years, the segment has been gaining ever more space in the market. In 2019, generics
accounted for 14.24% of pharmacy sales revenues and 34.04% of units sold.

Access to medication
Despite price controls, the situation of access has changed little in the last decade, which shows
that the main obstacle to expanding access to medication is not price: it is, in fact, the insufficiency
of pharmaceutical assistance programs within the Unified Health System and the low average
purchasing power of the Brazilian population. It is a fact that public funds for the purchase and
universal distribution of medication have increased in recent years, but the country still invests
scantily in health: 8% of GDP, much less than developed countries.
Created in 2011, Conitec (National Commission for the Incorporation of Technologies in SUS) analyzes
the claims of companies in the Health Care Production Complex for the incorporation of drugs and
other products into the public health system list. The periodic inclusion of modern medications
in treatments offered by the SUS is fundamental to offer the population cutting-edge products, in
addition to encouraging pharmaceutical laboratories to invest in innovation.
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The Popular Pharmacy Program of Brazil
Created in 2004 and improved in 2010, the Popular Pharmacy Program of Brazil represented a
breakthrough in the health system, to fulfill an old thesis of the pharmaceutical industry, according
to which the development of the pharmaceutical chain should contemplate the social function of
expanding the drug consumer market (from which millions of Brazilians are excluded), without,
however, disregarding the economic logic. The future of the pharmaceutical industry in the country
depends on initiatives such as this one, which point to the desired situation of convergence of
projects and synergy between governments and private initiative. In 2019, the government spent
2.31 billion reais on the purchase of drugs for the program, dispensing 13.18 billion pharmacotechnical units (tablets, ampoules, doses, etc.). These values represent a drop of 8.9% in the
amounts paid and a reduction of 4.35% in the units dispensed.
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Stimulus to foreign trade
The expansion of the pharmaceutical sector in Brazil through the conquest of foreign markets depends
on a tariff modernization, which includes, among other measures, the revision of import rates and the
removal of obstacles to exports. Some Brazilian companies are in the process of internationalization.
Recent initiatives to implement risk management have considerably shortened the deadlines for
releasing imported products in Brazil.

Trade balance
In 2019 the pharmaceutical industry’s exports amounted to US$1.183 billion, a drop of 0.3% vis-a-vis
the previous year. This amount was fourfold higher than in 2000. Imports of finished products, semifinished products, vaccines, blood products and other pharmaceutical products reached US$ 7.297
billion - an increase of 1.4% compared to the previous year.
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Health regulation
Health regulation should be an instrument to guarantee the quality and safety of medication, besides
protecting the consumer, without creating unnecessary limitations to the industry. To achieve
this goal, regulatory agencies need to equip themselves with sufficient staff and infrastructure
to perform their role comprehensively and effectively. Nowadays, Anvisa is acknowledged as
one of the best Health Agencies in the world. Law 13.411/16 set forth deadlines for the approval of
registrations and post-registrations in Brazil, granting predictability to pharmaceutical companies
that operate in the country.

Safety and Traceability
The creation of the National Drug Control System, through Law 11.903/2009, updated by Law
13.410/2016, contemplated the permanent position of the pharmaceutical industry in favor of the
improvement of traceability mechanisms for drugs sold in the country. Currently, the first phases of
the implementation of the National Drug Control System are underway. By 2022, all pharmaceutical
products sold in the country will leave the plants with a modern traceability system.

Updating of Good Manufacturing Practices
In the last decade, the National Agency for Sanitary Surveillance (Anvisa) has been striving to
be accepted as a member of the PIC/S - Pharmaceutical Inspection Co-operation Scheme. This
international entity concentrates Good Manufacturing Practices and Inspection requirements
in pharmaceutical industries. Becoming a member of PIC/S brings extensive advantages to the
country. First, by equating the Brazilian regulatory system with that of more developed countries.
Second, by speeding up and facilitating the export and import of medication among the countries
with which Brazil maintains an exchange of medication, in view of the similarity of requirements.

State laboratories
The production of medication by state laboratories must meet strategic objectives of the country’s
public health policy, such as the manufacture of essential products for which there is no sustainable
market. It is not the role of the state to compete with private laboratories in the production of medication
which the private initiative is able to produce with more quality and at lower prices for the consumer.
In recent years, these laboratories have had government incentives to absorb technologies through the
PDPs (Partnership for Productive Development). With the new government which took office in January,
the PDPs will undergo a rigorous re-evaluation during the next few years. The Minister of Health has
stated that existing contracts will be respected.
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Sindusfarma, with the aim of accomplishing the above topics, actively
participates in the following groups:
CONITEC (National Commission for the Incorporation of Technologies in SUS) - The
incorporation of new technologies in the Unified Health System is important for the development
of access and the industry in Brazil.
CNS (National Health Council) - This council determines the country’s health policies and
Sindusfarma defends the valuing of the pharmaceutical industry that has settled in Brazil.
COPIN (Industrial Policy and Technological Development Council of CNI) - At the National
Confederation of the Industry, Sindusfarma defends the public and private policies for the
development of the pharmaceutical industry that has settled in Brazil, regardless of the origin
of the companies´capital.
COMPETE SP (São Paulo State Competitiveness Council) – A production incentive body in the
State of São Paulo. Sindusfarma participates aiming at creating a favorable environment for the
Pharmaceutical Industry in the State of São Paulo.
COMSAÚDE FIESP - The COMSAÚDE was created to support entities in the health, biotechnology
and nanotechnology production chain. COMSAUDE seeks to establish impartial communication
within the entire health sector, encouraging the interlocution of agendas and aimed at fostering
dialogue among all parties involved.
TRADE BOARD OF THE STATE OF SÃO PAULO - It is the organism responsible for the registration,
public faith and publicity of the documents filed by the businessmen, entrepreneurial groups
and cooperatives in the State, among other attributions. Sindusfarma is part of the Advisory
Board of Jucesp.

To leverage the topics above, besides the participation of Sindusfarma in the agencies
abovementioned, we hold several seminars, work groups, strategic commissions, workshops,
bringing the universities, government and industries closer together, with a view to conveying
knowledge and making dialogue possible among all.
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