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Disclaimer

My consideration are personal positions and It not represent the official position from Anvisa or 
Brazilian Government.

I don’t have any relationship with Brazilian Government in the moment.



Medicines regulation in the Americas
• For the majority of the countries, medicines regulation is a contemporary 

issue. 
• There are dedicated structures for regulation of medicines in practically 

all the countries of the region linked to the Ministry of Health. 
• More and more countries have been understanding that the medicines 

regulatory system is a central component of the health system.
• The biggest pharmaceutical market are located in the more regulated 

countries.
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Regulatory Authorities in the region

In the last 30 years, national agencies have been created with reference to the US FDA





Rol de actuación
Ranking of Global Pharmaceutical Market



• First Regulatory Agency of the social area in Brazil
-created by Law No. 9,782, of January 26, 1999;

• Governmental regulatory body with
independency under special regime, liaison to the
Ministry of Health;

• Coordinator of the National Health Surveillance
System (SNVS);

• Performance goals agreed with the Ministry of
Health and regulated under the Management
Agreement;

• 83 Federal Posts of Health Surveillance in Brazil –
border and import control.

• Staff: More than 3000 workers (400 MD and 100
PhD) linked with Federal Administration.

Anvisa



Responsibilities of Anvisa



• Health products: 9,256 companies , and 1,774 producers

• 80.000 pharmacies

• 90 public health laboratories - LACEN

• 33,735 diagnostic imaging services

• 106,366 diagnostic imaging equipment (in use)

• 6,280 hospitals

• 4,166 haemotherapy services

Responsibilities of Anvisa



SISTEMA  NACIONAL DE REGULACIÓN
Rol de actuación

Regulatory
HealthCare Service 

GMP inspection
(pre-market)

Post-market
surveillance

Pre-market
Registration

The Control System

Control and monitoring

Regulation

Articulation  of the National Surveillance System



5 Directors (1 as Chairman)
Approved by Senate
Appointed by the President of the Republic
Mandate 3 years (1 renewal)

Organization by process (simplified view)

Ombudsman
Advisory Board
Scientific Committee
Legal Office



How to increase regulatory quality?

Regulatory 
Quality

1. Regulatory 
Policy

2. Institutional
Structure

3. Regulatory 
Tools

Technical Independency
Transparency
Predictability
Coherence

Stability of leaders
Governance
Human talents
Information technology
Financial resources

Legal framework
Epidemiological data
Post market data
Regulatory “stock” management
Regulatory impact assessment

Regulation, control and access 



• The world is in constant and rapid change. The scenario changes every time.

• Social and demographic change

• Increased pressure on health protection

Challenges

• Requirements for more rigorous control on 
the spending and efficient management of 
financial resources;



• Increased complexity and volatility of technologies facing new and growing risk exposure situations.

• Lack of interest on “mature” products (old and new neglected diseases)

Challenges



• Competitive environment for innovation (rare diseases, cell therapy, oncologic immunotherapy)

Challenges

• Need for answers in reasonable and increasingly short time



• Conclusion of the biossimilars cycle.

Challenges



• Economic growth and expansion of regulated markets;

• Globalization of production chains  and needs for global protection.

Challenges



• Pan American Health Organization (PAHO) has been a privileged space to discuss the role of medicines regulations and 
health in the Americas acting through two mains initiatives:

− Pan American Network for Drug Regulatory 
Harmonization (PANDRH)

− System of evaluation of national regulatory authorities 
for medicines

Opportunities



• PANDRH includes the drug regulatory authorities of all PAHO member states, representatives of the regional 
pharmaceutical industry associations, academia, consumer groups, professional associations and representatives from 
the five sub-regional trade integration groups within the Americas such as the ANDEAN COMMUNITY, CARICOM, CCMA, 
MERCOSUR and NAFTA.

• PANDRH's role includes technical guidelines, regulatory processes and the strengthening of national regulatory agencies 
through harmonization of processes and standards to improve drug quality and quality assurance

• PANDRH was officially recognized by the 42nd Directing Council of the in September 
2000.

Pan American Network for Drug Regulatory Harmonization

Opportunities
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Opportunities



Opportunities
• ICH (The International Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use)
• 10 Regulatory members
• 05 Industry members

• November 2016 - Anvisa became member 
• Anvisa has promised to implement 05 guides until November 2021.

• Implemented
E2A: Clinical safety data management: definitions and standards for expedited reporting

• Under implementation:
E2B 
E2D
M4
M1



Opportunities
• PIC/S (Pharmaceutical Inspection Co-operation Scheme – 54 countries)
• MDSAP (Medical device single audit program – 07 countries)





Thank you!

dirceu.barbano@gmail.com
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