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Introduction

Health legislation in Brazil is produced according 
to the country’s prevailing democratic rule of law 
and is mainly passed by Congress and regulated 
by the Federal Executive Branch. Direct popular 
participation is indispensable and serves to tem-
per the exercise of power by the above-mentioned 
branches. Legislation enacted through this pro-
cess organizes the Brazilian health system and 
conditions individual, collective, government, 
and commercial behavior and activities with the 
purpose of ensuring the right to health.

The need for division of powers as a condi-
tion for balanced exercise of power in a society 
dates at least to 350 B.C., as discussed by Aristotle 
in Politics 1. The idea was consolidated with the 
advent of modern states 2 and especially in the 
explicit legal separation of powers under their 
respective Constitutions (e.g., US Constitution. 
http://1776.org/us-constitution/, accessed on 20/
Aug/2014). The division of government power 
into three branches consolidates the system of 
checks and balances, the principal objective of 
which is to balance the exercise of power, since 
each branch oversees and places limits on action 
by the other two, thereby avoiding abuses and 
arbitrary interventions.

The complexity of social life, generating ten-
sion between the different branches of govern-

ment, led to a qualitative change in the con-
cept of rule of law, incorporating the adjective 
“democratic”. This signaled the need to balance 
traditional representative democracy (at the ori-
gin of the theory of separation of powers) with 
participatory democracy, a fundamental element 
for reinforcing the pursuit of justice in contem-
porary society. The field of health legislation is 
thus subject to constant tension between the 
powers and must be monitored closely by society 
in order to safeguard both the public interest and 
public health.

RDC 52/2011 of the National Health 
Surveillance Agency (ANVISA)

A case in point is ruling RDC 52/2011 by the 
Brazilian National Health Surveillance Agency  
(ANVISA), of October 6, 2011, which “provides for 
a ban on the use of amfepramone, fenproporex, 
mazindol, and their salts and isomers, as well as 
intermediate products and control measures for 
the prescription and dispensing of medicines that 
contain the substance sibutramine and its salts 
and isomers, as well as intermediate products, 
and establishes other provisions” 3 and the sub-
sequent discussion on the ruling in the Brazilian 
Congress.
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RDC 52/2011 has been the object of both 
technical and legal controversy. Since 2006,  
ANVISA has conducted an in-depth discussion 
on regulation of the manufacturing and mar-
keting of appetite suppressants. The matter has 
been: (i) submitted to public consultation in late 
2006 4; (ii) discussed in RDC 58/2007, which rules 
on improvement in the control and inspection of 
psychoactive appetite suppressant substances; 
and (iii) the object of an in-depth technical study 
by the agency’s technical staff, condensed in the 
Integrated Report on the Efficacy and Safety of Ap-
petite Suppressants 5, published in 2011.

According to ANVISA, as provided in RDC 
52/2011, consumption of these substances by 
humans poses a health risk that calls for more 
rigorous regulation, by means of: (i) a ban on the 
manufacturing and marketing of the appetite 
suppressant drugs amfepramone, fenproporex, 
and mazindol and (ii) strict control of prescribing 
and dispensing sibutramine.

The ANVISA ruling has sparked intense de-
bate in Brazilian society, to the point that the 
National Congress launched a bill of law with 
the sole purpose of overruling RDC 52/2011. 
Initially submitted to the Chamber of Deputies 
by Congressman Beto Albuquerque, Bill of Law 
1,123/2013 6 contends that “the ban on the manu-
facturing and marketing of the appetite suppres-
sants amfepramone, fenproporex, and mazindol 
and the highly restricted permission for the use of 
sibutramine caused great dissatisfaction among 
the medical community and constitute a step 
backwards in the treatment of obesity in Brazil.”

Passed by the Chamber of Deputies, the bill 
is now under final review in the National Sen-
ate with the name PDS 52/2014. The bill has been 
approved by the Senate Committee on Consti-
tution, Justice, and Citizenship, based on Report 
620/2014 submitted by rapporteur Senator Lúcia 
Vânia, who states that “RDC 52/2011 clashes with 
Article 5 (paragraph XIII) of the National Consti-
tution by interfering with the free exercise of the 
medical profession. In addition, the ban on medi-
cines for treatment of obesity prevents access to 
health by a significant portion of the population, 
thereby violating Article 196 of the Constitution” 7.

However, it should be noted (to illustrate the 
tension mentioned above) that the free exercise 
of any profession does not preclude government 
regulatory power by both the Legislative and Ex-
ecutive Branches. If the bill passes, it will prevent 
the enforcement of RDC 52/2011, casting aside 
the mechanisms of direct democracy that influ-
enced the ANVISA ruling.

Constitutional limits on regulatory  
power by the Executive Branch

The basis for limiting the regulatory power of the 
Executive Branch lies in the principle of legal-
ity. This principle had its origins in the English 
Magna Carta of 1215 and was consolidated by the 
French Revolution in 1789, but acquired a quite 
different meaning over the centuries. As the pil-
lar of modern positive law, the principle of le-
gality promoted laws to the position of primary 
sources in the legal system. The prime functions 
of the law include the guarantee of legal security 
for citizens; the limitation of powers exercised by 
rulers, who may only do what is authorized by 
law; and the guarantee of democracy, according 
to which the law expresses the people’s will, or 
the social contract.

The complexity of modern legal systems led 
to a proliferation of legal provisions resulting 
from regulation, that is, rulings issued outside 
the Legislative Branch by specific administrative 
authorities wielding normative power. Examples 
in Brazil include executive orders issued by the 
President of the Republic (Article 84, IV), State 
Governors, and Mayors, rulings by cabinet min-
isters, Federal, State, and Municipal secretaries 
and presidents of agencies, and resolutions by 
the collegiate boards and councils of regulatory 
bodies.

According to traditional rule-of-law theory, 
the normative power of the Executive Branch is 
specifically constrained by checks on executive 
rulings. At the beginning of this new millennium, 
democratic rule of law requires more than tra-
ditional checks and balances. The principle of 
legality, which has never been void of political 
content, is rooted in the logic by which all power 
comes from the people and is exercised by the 
people, both indirectly (electing representatives) 
and directly (see Federal Constitution of Brazil, 
1988, article 1, sole paragraph).

Production of legal provisions and 
health democracy

The democratic production of health legislation 
is written into the Constitution, which recognizes 
the people’s sovereignty (Federal Constitution of 
Brazil, 1988, article 1, sole paragraph) and the 
Constitutional provision of Article 198, III. The 
assumption is that the more democratic the elab-
oration of a legal provision, the greater its social 
legitimacy, efficacy, and effectiveness. This is true 
for both the laws passed by the Legislative Branch 
and the rules issued by the Executive. The expan-
sion of mechanisms for society’s participation 
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in the lawmaking process is the main path for 
building a true health democracy in Brazil. The 
legal definition of health, the effective scope of 
this right, and the extent of the state’s duty are ex-
pressed by the state’s normative choices vis-à-vis 
enforcement of the right to health. Such choices 
must be made in an environment of health de-
mocracy which allows society’s participation in 
the decision-making process and universal and 
egalitarian access to the services provided by the 
public health system.

The case of RDC 52/2011 illustrates the tradi-
tional checks exercised by the Legislative Branch. 
However, Brazil should go beyond these tradi-
tional checks and balances between the powers 
and expand society’s participation in the elabo-
ration of legal provisions in health. It is thus nec-

essary to value the democratic experience in the 
elaboration of RDC 52/2011 and to ensure that 
the formal mechanism of separation of powers 
does not overlook the use of public hearings (di-
rect democracy) and technical reports by special-
ized agencies (representative democracy).

Tension between the Executive and the Leg-
islative in health is inherent to the prevailing le-
gal system. In order for the tension between the 
Executive and the Legislative in the lawmaking 
process to become a social pact and to protect 
the right to health, health democracy must be 
deepened. The foundations for health democra-
cy require recognition of health as a fundamen-
tal human right and the creation of mechanisms 
for society’s participation in the state’s decision-
making process, including legal decisions. 
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