2021

PROFILE OF THE
PHARMACEUTICAL INDUSTRY

Profile of the pharmaceutical
industry and relevant sector aspects
Pharmaceutical market in Brazil
The Brazilian drug market has traded BRL 76.98 billion in 2020, equivalent to USD 15.02 billion
[Pharmacy Channel, net amount – average discount of 39.0%], according to surveys by IQVIA
consultancy. There was an increase of 11.40% in BRL, compared to the previous year, representing
approximately 2% of the world market, being the 7th in revenue in the ranking of the 20 main
economies. In Latin America, it is the main market, ahead of Mexico, Colombia and Argentina.
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The industry’s profile
In 2020, the Brazilian drug market had 441 pharmaceutical companies, with revenues starting at BRL
100,000/year, according to IQVIA. Of these companies, 89 (20.18%) were of international origin and
352 (79.82%) of Brazilian capital. At Pharmacy Channel, multinational companies held 42.38% of the
market in sales and 22.41% in units sold (boxes). Brazilian laboratories accounted for 57.62% of the
market in sales and 77.59% in units sold (boxes). The growing participation of generic drugs has given
Brazilian companies the leadership in unit sales.

Jobs
The pharmaceutical industry in Brazil started 2020 with 90,025 direct jobs in companies that
manufacture drugs for human use, according to official data from the Ministry of Economy. Of the
pharmaceutical companies focused on the drug manufacture for human use, 45.14% were based in
the state of São Paulo.

Economic regulation
A system of economic regulation in tune with the fundamentals of the economy does not support
price control mechanisms such as those that the country has been using for the pharmaceutical
sector in recent decades. Economic regulation should serve as an instrument for improving the
market, stimulating the search for innovative products and establishing an environment conducive
to investments in general and protecting consumers by guaranteeing a sound market. It is
necessary to modernize the current price regulation.

Price control
Adopted unilaterally and without a broad, articulated and long-term economic strategy, price controls
in the past disorganized the pharmaceutical chain and inhibited investments in factories and the
launch of drugs. This control must be selective and not comprehensive, being restricted to classes
of drugs in which the market can be considered imperfect (of low competition). In 2019, Resolution
No. 02/19 of the Drug Market Regulation Chamber (CMED, in Portuguese) was published establishing
procedures for the release of the Factory Price for Over-The-Counter (OTC) drugs. The OTC market has
its prices free of control.
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Price adjustments
Since the end of 2000 the pharmaceutical industry has been subject to strict price controls. From
January 2012 to March 2021 the average accumulated adjustment granted by the Drug Market
Regulation Chamber (CMED) was 64.16% compared to an overall accumulated inflation of 66.72% in
the same period in the country measured by the Broad Consumer Price Index (IPCA) from Brazilian
Institute of Geography and Statistics (IBGE).

Tax burden
The high tax burden on drugs for human use, corresponding to 31.3% on average of the consumer
price – one of the highest in the world –, prevents the products from reaching the final consumer
at an even lower price. In Portugal, for example, tax on drugs is 6%. Mexico does not charge taxes.
Compared to other sectors, products whose destination is agriculture or livestock receive tax
benefits from ICMS (Brazilian tax on the circulation of goods), PIS and Cofins. Thus, in view of the
31.3% tax burden on drugs for human use, drugs for animal use have 13.11% of the tax burden. An
important measure has been adopted in the states of Minas Gerais and São Paulo, which reduced
the ICMS on generic drugs to 12%. However, since 2017 some country states have increased their
tax burden by up to 1%. Sindusfarma continues its mission to fight for the adoption of a tax burden
equivalent to zero on drugs in Brazil.

Fiscal War
The so-called “Fiscal War”, the dispute between the country states for attracting companies from
sectors of economic relevance through the granting of tax incentives, has particularly affected the
state of São Paulo’ pharmaceutical hub – the main one in the country -, causing losses for the
production chain by establishing a possible unfair competition for the use of the so-called “tax
invoice tour”.

Industrial policy
The pillar of a successful industrial policy for the pharmaceutical sector is long-term financing
with subsidized interest. A small advance has occurred with the creation of the Profarma Program
by BNDES (National Bank for Economic and Social Development), whose financial contributions are
insufficient to meet the sector’s demand, especially in relation to research and development. Other
aspects should be part of a technological innovation policy with a stable and defined regulatory
framework which should include the sector’s development.
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Development of the sector
The pharmaceutical sector development should be based on the following equation: stimulating
local production, stimulating innovation, an environment conducive to conducting clinical research
in the country and adopting public policies on access to drugs.

Innovation
The Brazilian Innovation Law is a critical action for strengthening the pharmaceutical industry. The
country lacks guidelines for the relationship between the private sector and public institutions such
as university research centers. There is a need for greater subsidized public financing in this segment
as the risk with research is great and the result is uncertain.

Incremental innovation
An important gap that needs to be addressed in the drug pricing rule in force in Brazil is the correct
understanding of products based on incremental innovation. The current rule does not encourage
companies interested in modernizing “old products”, which are widely prescribed because of their
proven efficacy and which can be improved with important therapeutic gains such as lower dosages,
reduced treatment time or fewer side effects as well as possible cost reductions.

R&D and Clinical Trial
Brazil has favorable conditions to become an advanced research center. Its biodiversity – the largest
in the world – increases the country’s potential to receive investments. To better take advantage of
these resources it is necessary to have a policy that favors Innovation, encouraging investments, a
more intense exchange between Brazilian and international researchers and, especially, a defined,
stable regulatory framework that adequately protects intellectual property. Actions by the Ministry of
Health to speed up the approval of Clinical Trials in Brazil have improved the local environment for
this investment. Both Conep (National Commission of Ethics in Research) and Anvisa (National Health
Surveillance Agency) have reduced the approval times for local Clinical Trials but there is a need to
modernize regulatory frameworks and better define the individuals’ rights in research.
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Patents
Despite defining as a priority the support for research, the development of drugs and the exploitation
of biodiversity, the country has a lengthy process for analyzing and approving patents. This is due
to the lack of structure of INPI (National Institute of Industrial Property), which would need to be
strengthened to streamline the innovation network based on the international rules of respect for
intellectual property signed by Brazil.

Data protection
A complementary aspect to the granting of patents that needs to be guaranteed in the country, in
accordance with international law, is the exclusivity period on information related to the security
and efficacy tests of drugs provided to the regulatory agency by the pharmaceutical companies
that hold products. More than protection against unfair commercial practices, the measure creates
a strong additional stimulus for investments in innovation by companies in the sector.

Generic drugs
In recent years, this segment has been gaining more and more market space. In 2020, generic
drugs were responsible for 15.02% of revenue from drug sales in drugstores and 34.86% of units
sold (boxes).

Access to medicines
Despite price controls, the situation of access has changed little in the last decade, which shows that
the main obstacle to expanding access to drugs is not price: it is, in fact, insufficient pharmaceutical
assistance programs within the scope of the Brazil’s Unified Health System (SUS, in Portuguese) and
the Brazilian population’s low average purchasing power. It is a fact that public funds for purchase
and universal distribution of drugs have increased in recent years but the country still invests little
in health: 8% of the GDP, much less than developed countries.
Created in 2011, Conitec (National Commission for the Incorporation of Technologies in SUS)
analyses the claims from companies in the Health Productive Complex for the incorporation of
drugs and other products to the public health system list. Periodic inclusion of modern drugs in
the treatments offered by SUS is a critical action to offer the population cutting-edge products, in
addition to encouraging pharmaceutical laboratories to invest in innovation.
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Popular Pharmacy Program in Brazil
Created in 2004 and perfected in 2010, the Popular Pharmacy Program in Brazil has represented an
advance in the health system, in line with an old idea from the pharmaceutical industry according
to which the pharmaceutical chain development must include the social function of expanding
the market consumer of drugs (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 like this, which point to the desired situation of convergence of projects and synergy
between government and private companies. In 2019 the program had 28,334 accredited drugstores
distributed in 1,396 municipalities, where 667 presentations of drugs with 35 active ingredients are
offered to patients. The Brazilian government spent BRL 2.31 billion on the purchase of drugs for
the program, granting 13.18 billion pharmacotechnical units (tablets, ampoules, doses etc.). These
amounts represent a drop of 8.9% in the amounts paid and a drop of 4.35% in the units granted.
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Stimulating foreign trade
Expansion of the pharmaceutical sector in Brazil by means of conquering foreign markets
depends on a modernization of tariffs, which includes, among other measures, the revision of
import tariffs and the removal of barriers to exports. Some Brazilian companies are in the midst of
an internationalization process. Recent initiatives to implement risk management activities have
considerably reduced the deadlines for releasing products imported into Brazil.

Balance of trade
In 2020 exports by the pharmaceutical industry were USD 1.07 billion, which represented a decrease
of 7.20% in relation to the previous year. Even so, this amount was five times greater than that
recorded in 2000. Imports of finished products, semifinished products, vaccines, blood products
and other pharmaceutical products reached USD 7.05 billion – a decrease of 3.27% compared to
the previous year.

Health regulation
Health regulation should be an instrument to guarantee drugs quality and security and to protect
consumers without creating unnecessary limitations on the industry. To achieve this goal,
regulatory bodies need to be equipped with sufficient personnel and infrastructure to perform
their role comprehensively and effectively. Today, the National Health Surveillance Agency (Anvisa)
is recognized as one of the best health agencies in the world. Brazilian Law 13,411/2016 established
deadlines for approval of registrations and post-registrations in Brazil, granting predictability to
pharmaceutical companies located in the country.

Safety and traceability
The creation of the National Drug Control System of Brazil (SNCM) by means of Law 11.903/2009,
updated by Law 13.410/2016 included the permanent position of the pharmaceutical industry in
favor of improving the mechanisms for traceability of drugs sold in the country. Currently, the first
phases of implementation of the SNCM are underway. By 2024 all pharmaceutical products sold in
the country must leave the factories with a modern traceability system.
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Updating Good Manufacturing Practices
In 2020 the National Health Surveillance Agency (Anvisa) was accepted as a member of The
Pharmaceutical Inspection Co-operation Scheme (PIC/S). This international entity concentrates
requirements for Good Manufacturing Practices and Inspections in pharmaceutical industries. Being
a member of PIC/S brings wide advantages to the country. First, by equating the Brazilian regulatory
system with that of the most developed countries. Second, by streamlining and facilitating drugs
export and import among the countries with which Brazil has an exchange of drugs in view of similar
requirements.

Household Medication Waste Disposal
In the beginning of 2021, in partnership with the Brazilian Ministry of the Environment and state
sanitation agencies, 17 entities representing the pharmaceutical sector started the implementation
of the Brazilian Reverse Logistics System for Expired or Unused Household Medications for Human
Use and their Packaging (MDVD, in Portuguese) based on the National Policy on Solid Waste (Law
12,305/2010) and Brazilian Federal Decree 10,388/2020. The system provides for the disposal of
MDVDs by consumers in drugstores and pharmacies and their shipment to the places of treatment
and environmentally appropriate final disposal with the participation of manufacturers, importers,
distributors and retailers. In the first two years, the System should cover the 27 state capitals and
cities with more than 500 thousand inhabitants.

State laboratories
Production of drugs by state laboratories must meet strategic objectives of public health policy in the
country such as the manufacture of essential products for which there is no sustainable market. It
is not the State’s role to compete with private laboratories in the production of drugs that the private
sector is able to produce with more quality and at lower prices for consumers. These laboratories have
had government incentives in recent years to absorb technologies by means of PDPs (Partnership for
Productive Development). Currently, the PDPs framework is being reevaluated.
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Sindusfarma, aiming to make the above topics come true, actively
participates in the following groups:
Conitec (National Commission for the Incorporation of Technologies in SUS) - Incorporation
of new technologies in the Brazilian Unified Public Health System (SUS) is important for the
development of access and industry in Brazil.
CNS (National Health Council) - This council determines the country’s health policies and
Sindusfarma advocates the valorization of the pharmaceutical industry established in Brazil.
COPIN CNI (Industrial Policy and Technological Development Council) - At the National Industry
Confederation (CNI) Sindusfarma advocates public and private policies for the development of
the pharmaceutical industry installed in Brazil, regardless of the origin of the company’s capital.
COMSAÚDE FIESP - ComSaúde, acronym for the Committee on the Health Productive Chain
and Biotechnology, was created by FIESP (Federation of Industries of the state of São Paulo) to
support entities in the health, biotechnology and nanotechnology production chain. ComSaúde
seeks to establish an impartial communication with the entire health sector, encouraging the
discussion of agendas and aiming to foster dialogues 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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