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Brazil hosts a wealth of opportunities for the 
global pharmaceutical industry. As a coun-
try that is home to 207 million people as 
well as the world’s sixth largest pharma mar-
ket – scheduled to rise to fifth position in the 
near future – Brazil is becoming increasingly 
important in the strategies of all healthcare 
and life science companies with truly global 
ambitions.

Brazil has ridden through choppy waters in 
recent years – both economically and political-
ly – but with an exit from a period of recession 
in 2017, a new era of change and positivity is 
underway. Stakeholders from across the pub-
lic and private sectors are beginning to pull 
together through strategic partnerships and 
dialogues to increase both the quantity and 
quality of the healthcare provided to the 160 
million Brazilians who rely on public health-
care as well as the 47 million who are private-
ly insured – the second largest private health 
insurance market by population globally.

Topics covered in this comprehensive report 
include the opportunities identified by the 
representatives of key global players within 
Brazilian pharma; the regulatory upgrades 
and shift in priorities of the government 
as described by Minister of Health Ricardo 
Barros and head of Brazil’s regulatory agency 
ANVISA, Jarbas Barbosa da Silva; the strate-
gies and successes of some of Brazil’s stand-
out domestic pharma companies; as well as 
briefings from across the value chain in are-
as as diverse as logistics, plastic surgery and 
homeopathy. 

Preface
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SNAPSHOT IN FIGURES
Macroeconomy
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POPULATION: 207.4 MILLION – 5TH LARGEST IN THE WORLD

LANGUAGE: PORTUGUESE (OFFICIAL AND MOST WIDELY SPOKEN)

GDP (PPP): USD 3.22 TRILLION – 9TH LARGEST IN THE WORLD
GDP PER CAPITA (PPP): USD 15,500 – 107TH IN THE WORLD

LIFE EXPECTANCY AT BIRTH: 74 – 128TH IN THE WORLD

TOTAL AREA: 8,515,770 SQ KM – 6TH LARGEST IN THE WORLD

Source: CIA World Factbook
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PUBLIC HEALTH MANAGEMENT & DELIVERY
Ricardo Barros, Minister of Health

Healthcare digitalization seems to hold a strategic im-
portance in your agenda. What have been some of your 
main achievements in this area?
RICARDO BARROS (RB): We just started an am-
bitious plan to computerize Brazil’s 40,000 primary care 
units, which notably includes the biometric registration 
of both patients and employees – an aspect that is funda-
mental to optimizing the resources invested in health. This 
comprehensive upgrade of our primary care centers will also 
ensure that those centers are better integrated into the over-
all health system while reducing waiting times and allowing 
a better follow-up of patients.

We consider digital solutions as great tools to further 
heighten the transparency of the SUS’ processes – especially with regards to product purchasing. In addition to the 
BRL 4 billion [USD 1.3 billion] savings made when reviewing medicine purchasing between 2015 and 2016 (out of a 
total budget of BRL 18 billion [USD 5.77 billion] annually allocated to medicine purchasing), we also publicly release 
all data regarding the product prices, quantities, and providers involved in government tenders on a digital platform.

In the meantime, how do you go about concretely strengthening the country’s medical capacities?
RB: We notably concentrate our efforts at the first level of care. With regards to the SUS’ 26,000 community agents, 
we implemented a specific training program and these agents are now be able to control blood pressure and perform 
diagnostic tests for leukemia, which will enable a closer control of chronic diseases and contribute to avoid their 
degeneration. 

In the meantime, we are strengthening the “More Doctors” program which aims to continuously increase the 
number of physicians in activity across the country – through three main pillars. The first one relates to the hiring 
of foreign physicians who are then employed in rural and isolated areas of our country as part of an internation-
al agreement supervised by the Pan American Health Organization (PAHO). In the meantime, we have increased 
the number of institutions providing medical education and training in Brazil and added more than 150 medical 
courses to those already available.

The third pillar of our strategy specifically targets primary care physicians, who are around 67,000 in Brazil, and 
we want to further heighten this number by broadening the offering of residency programs available. We also plan 
to steadily implement a telemedicine-based system which will provide patients with support for diagnosis, rec-
ommendations, and prescriptions, following a successful pilot project set up in the state of Santa Catarina which 
showed that – out of total of 5,000.000 appointments – 70 percent of them were treated without having to consult 
a specialist, thanks to this digital service. 

In this exclusive interview, Minister of Health of Brazil 
Ricardo Barros details his key achievements and prior-
ities to further improve the management and delivery 
of Brazil’s public health system.

STAYING ON 
COURSE

RICARDO BARROS
MINISTER OF HEALTH

WE ALSO PLAN TO STEADILY 
IMPLEMENT A TELEMEDICINE-BASED 
SYSTEM WHICH WILL PROVIDE 
PATIENTS WITH SUPPORT FOR 
DIAGNOSIS, RECOMMENDATIONS, 
AND PRESCRIPTIONS
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REGULATORY REFORM
Jarbas Barbosa da Silva, ANVISA

What have been some of key regulatory updates implemented by ANVISA since you took over the helm of 
the agency in July 2015?
JARBAS BARBOSA (JB): We have conducted a comprehensive review of ANVISA’s process, holding the two-
fold objective of strengthening our registration processes and making Brazil a more transparent and predictable 
ecosystem for all stakeholders.

Overall, ANVISA’s timelines for the registration of innovative medicines are already aligned with those of other 
leading regulatory agencies around the world, such as the EMA and the US FDA. Nevertheless, the entry of a large 
number of generic products into the Brazilian market over the past decade has generated a backlog of around 780 
generics and branded generics, which are still waiting to receive market registration. In this regard, we have been 
working with international institutions such as the Center for Innovation in Regulatory Sciences (CIRS) to imple-
ment standardized risk assessment models that would speed up the registration process for generics. Leveraging 
this regulatory update, we expect to have reviewed the very last registration files of this backlog before April 2018.

We have also taken steps to reduce the huge gap between the total number of pharmaceutical products approved 
by ANVISA (over 60,000) and the number of medicines actually commercialized in Brazil (around 16,000 in 2016). 
The main reason behind this discrepancy goes back to a decade ago, when the Brazilian government decided to 
set up particularly low registration fees for generic products – between USD 2,000 and 4,000 per dossier – in 
order to incentivize pharmaceutical manufacturers to develop and bring more generics onto the Brazilian market. 
Nevertheless, the total number of registered products held by a given pharmaceutical manufacturer also has a 
deep influence on the company’s value, which – in a country marked by a high number of M&A deals – prompted 
manufacturers to register products years before the latter actually enter the market. As a result, in 2016 we imple-
mented a mandatory deadline between product registration and commercialization.

Furthermore, we recently reached a long-awaited agreement with the National Institute of Industrial Property 
(INPI) that clarifies the respective responsibilities of the two organizations for the handling of patent applications 
of pharmaceutical and healthcare products, which should in turn further accelerate the overall patenting process in 
Brazil as well as bolster the entry of generics products when patents expire.

With regards to the necessity to reduce processes duplication, which next steps should be concretely targeted 
in terms of international collaboration?
JB: ANVISA is part of the International Coalition of Medicines Regulatory Authorities (ICMRA), a voluntary, 
executive level leadership entity that provides direction for a range of areas that are common to many regulatory 
authorities’ missions. One of the key priorities identified by ICMRA members is putting an end to the requirement 
for pharmaceutical companies to replicate similar certifications and regulatory processes for each and every country 
in which they want to bring their products.

Jarbas Barbosa da Silva, director-president of the Brazilian Health Reg-
ulatory Agency (ANVISA), highlights some of the main regulatory up-
dates implemented by ANVISA over the past two years, and highlights 
the collaboration opportunities he envisions for international regulatory 
agencies, a year after ANVISA officially became a regulatory member of 
the prestigious International Conference on Harmonization (ICH)

TOWARDS 
HARMONIZATION

JARBAS 
BARBOSA DA 
SILVA

  
director-president, 
ANVISA



16     Brazil Pharma Report 2018

COVER STORY
A Must Win

BRAZ I L
A MUST WIN
“Brazil undoubtedly holds great development opportunities for the global pharmaceutical and healthcare industries,” introduces 
Minister of Health Ricardo Barros, “and we hope to gain the trust of an increasing number of international investors and jointly work 
on improving the healthcare products and services available to our 207 million Brazilian citizens.” In its ambition to further strengthen 
a win-win relationship with the global industry, Brazil holds a precious, eye-catching asset: the remarkable dynamism of its huge 
pharmaceutical market. “Very few of the world’s largest pharmaceutical markets have been growing at a sustained pace over the past 
years, and Brazil proudly stands as one of the best performing markets,” highlights Jarbas Barbosa da Silva, director-president of the 
Brazilian Health Regulatory Agency (ANVISA). “As the second-largest emerging market for Sanofi globally, Brazil is one of the ‘Must Wins’ 
in the company’s portfolio. It is by no means an easy market, but it is unequivocally a highly attractive market,” adds Pius Hornstein, 
country chair and general manager Pharma of Sanofi Brazil, the largest international company operating in the country. “Brazil today 
stands as the sixth largest pharmaceutical market in the world, and recent forecasts suggest that it will likely reach the fifth position in 
the coming years; naturally, this sheer market size has cemented the crucial importance of the country in the overall operations of all 
pharmaceutical companies with global ambitions,” confirms Rolf Hoenger, president and general manager of Roche Pharma Brazil, the 
largest player in Brazil’s non-retail market in 2017. 
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TEMPERATURE-SENSITIVE LOGISTICS
Moving up the Value Chain

LOGISTICS 
MANAGEMENT:
THE BIG CHILL

s foreigners, we tend to underestimate the size of the market and the dimensions of Brazil; we may be 
vaguely aware that Brazil is big, but we do not fully appreciate how big. Brazil is fifteen times bigger 
than France in geographical size and three times more populous,” warns Pius Hornstein, country chair 
Sanofi Brazil and general manager Pharma. When combining the sheer size of the fifth largest country 
in the world with its tropical climate, its largely perfectible infrastructure, and the soaring importance 
of temperature sensitive biologicals, one understands the urgent need to develop solutions guarantee-
ing appropriate transport conditions in Brazil. “Operating in Brazil moreover entails a heavy responsi-
bility weighing on companies’ shoulders: once a product is registered in the country, pharmaceutical 
companies are held liable during the entire product life cycle – from the moment a given product lands 
on the Brazilian soil to the transfusion, without forgetting logistics, cold chain storage, and medical 
& scientific support,” stresses Samuel Mauricio, vice-president for Brazil at Octapharma, one of the 
largest human protein manufacturers in the world. 

This aspect has moreover gained an ever-growing importance as most pharmaceutical companies 
operating in Brazil have developed a substantial, continuously developing manufacturing footprint in 
the country. “Sanofi has a strong manufacturing footprint in Brazil, which has the largest industrial 
hub for Sanofi outside of Europe, being responsible for 90 percent of the volume of our products sold 
in Brazil,” reveals Sanofi’s Hornstein. “Taking Janssen and J&J together, we have more than fifteen 
manufacturing plants in Brazil,” explains Bruno Costa Gabriel, managing director of Janssen Brazil, 
while Allan Finkel, Novo Nordisk Brazil’s vice president and general manager, highlights that their 
“Brazilian facility is the biggest plant in Latin America and the most significant production facility 
for the Novo Nordisk ecosystem outside Denmark.” In this regard, it seems that the recent economic 
crisis did not cool pharmaceutical companies’ eagerness to scale up their manufacturing footprints in 
the country. “In 2015, at the height of the recent crisis, Roche decided to invest over BRL 300 million 
[USD 93 million] over the next five years in the modernization of our plant in Rio de Janeiro, and our 
overarching vision is to turn this manufacturing asset into an export center. At the moment, around 
30 percent of our current production is exported to Latin America – and also to Italy for one of our 
locally manufactured products. Leveraging on the ongoing modernization of this plant, we will soon 
start exporting products from Brazil to the rest of the world, with a focus on European markets,” 
explains Rolf Hoenger, president & general manager of Roche Pharma Brazil, thereby strengthening 
the heightened manufacturing importance taken by Brazil in the global operations of multination-
al companies. In this context, multinational companies also have to ensure that their logistics and 
distribution capacities are perfectly aligned with their manufacturing operations. “We also have a 

“A
WRITTEN AFTER INTERVIEWS WITH 
Pius Hornstein, country chair Sanofi Brazil and general manager Pharma  |  Samuel Mauricio, vice-president, Octapharma  | Bruno Costa Gabriel, managing 
director, Janssen  |  Allan Finkel, vice president and general manager, Novo Nordisk  |  Rolf Hoenger, president & general manager, Roche Pharma  | 
Paulo Vitor de Andrade, founder and director, Grupo Polar




