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Abstract  The scope of this study was to analyze 
how the International Sanitary Regulation (ISR 
2005)has been incorporated into the Brazilian 
legal-administrative system, in relation to san-
itary control measures involving freight, means 
of transportation and travelers and possible al-
terations to health surveillance activities, compe-
tencies and procedures. This case study has been 
undertaken using a qualitative approach, of a 
descriptive and exploratory nature, using insti-
tutional data sources and interviews with key-in-
formants involved in implementing ISR (2005). 
Alterations to the Brazilian legal-administrative 
system resulting from ISR (2005) were identified, 
in relation to standards, special competencies and 
procedures relating to sanitary controls for freight, 
modes of transportation and travelers. In its pres-
ent form, the International Sanitary Regulation 
is an instrument that, in addition to introducing 
new international and national sanitary control 
concepts and elements, also helps to clarify ques-
tions that are helpful on a national level, relating 
to the specific competencies and procedures which 
will, to a certain extent, put pressure on adminis-
trative structures in the areas of sanitary control 
and surveillance.
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Introduction

The International Sanitary Regulation (ISR), 
one of the main international documents in the 
area of public health1, is closely related to inter-
national organisms linked to the United Nations 
Organization (UNO), the World Trade Organi-
zation (WTO) and the World Health Organi-
zation (WHO). Its objectives interface between 
international agreements, such as the Agreement 
on the Application of Sanitary and Phytosanitary 
Measures and the Technical Barriers to Trade 
Agreement.

The interface between the ISR and interna-
tional organs and agreements involve relations 
with economic blocks and therefore with the 
Southern Common Market (Mercosur), which 
created the Inter-governmental Commission to 
Implement International Sanitary Regulations. 
Relationships with Subjects of International Law, 
WTO, Mercosul, etc. demonstrate an involve-
ment with economic and commercial issues and 
refer to social production-consumption rela-
tionships, especially within the ambit of the free 
movement of goods, transportation and people2, 
which provide an opportunity to reflect on the 
global risk society3,4 and the challenges facing 
sanitary controls. 

The wider movement of people and goods 
around the world favors the spread of health 
risks, increasing the possibility of the prolifera-
tion of diseases which requires the organization 
of sanitary barriers. In this context of market rule 
changes, as the question of health gains greater 
importance, so sanitary regulations tend to be-
come more internationalized5. Imposing sanitary 
control by using the ISR makes it possible to re-
duce obstacles created by sanitary barriers in favor 
of a more proactive form of surveillance, which is 
not limited to controlling infectious-contagious 
diseases and quarantine measures and the possi-
ble harm these can cause. The ISR incorporates 
the logic of modernity4, sensitive to the fact that 
it is impossible to control all events that can give 
rise to an international sanitary emergency and 
the need for continual surveillance6.

When implementing ISR (2005) in Brazil, it is 
up to the State, among other powers, to guaran-
tee sanitary safety when there is a Public Health 
Emergency of National Concern (ESPIN), so that 
this is not transformed into one of international 
concern (ESPII); to organize legal-administrative 
measures that limit the exercise of the individual 
rights and freedom of travelers; and to impose 
health controls on freight and modes of trans-

portation. Incorporating ISR implies reviewing 
standards, procedures and specific competen-
cies based on present needs andthe principles of 
health care laws. The powers required to carry 
out ISR (2005) are not confined to one organ, but 
are mainly the responsibility of the public health 
and epidemiology surveillance agencies that are 
part of thepublic health system’s Public Sector.

Health Law is embodied in the ISR, the regu-
latory mainstay of which is founded on principles 
of human rights and basic individual freedoms, 
inspired by the UN Charter and the Constitu-
tion of the WHO. The signatory States should 
defend public health laws7,8; it is up to them to 
subordinate individual rights in favor of collec-
tive rights, while ensuring that the right to health 
also remains a fundamental individual right; the 
relationship between public health and human 
rights seeks to establish a balance between such 
rights9. Thus, the State should continually adapt 
its structures, so as to maintain the stability oft-
hese relationships and governability10,11.

In the international literature, organizing the 
ISR within the legal-administrative structure in 
the countries studied is either presented as ad-
ministrative structuring during certain epidem-
ics, such as SARS and H1N1, and at other times 
emphasis is given to innovations involving the 
current version of the Regulation9,12, or to its im-
plementation characteristics within an adminis-
trative framework13-16. There were also proposals 
for mechanisms, such as regional networks, that 
can be used to adapt these for a legal-administra-
tive system17, as well as studies that discussed the 
difficulties involved in organizing a legal system 
that includes rules that limit freedom in public 
health situations18-20.

It was noted that there are still many gaps in-
the Brazilian literature about how to incorporate 
ISR (2005) into the system. Most of the articles 
addressed: the process of revision21, relationships 
between individual freedoms and national sov-
ereignty22 and how countries responded to the 
H1N1 pandemic23. One article discussed the need 
to adapt health surveillance in health care24,25 
while another dealt with the implementation of 
the ISR26in the area of epidemiological surveil-
lance.

The aim of this study is to analyze how ISR 
(2005) has been incorporated into the Brazilian 
legal-administrative system for sanitary control 
measures for freight, means of transportation 
and travelers, and to identify and discuss possible 
changes to the standards, procedures and compe-
tencies pertaining to surveillance activities, based 
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on the understanding of the actors who are di-
rectly involved in its implementation.

Methodological strategy

An exploratory case study was conducted, using 
a qualitative approach27-30, to examine how ISR 
(2005) is being implemented inthe Brazilian le-
gal-administrative system.

The literature review provided input to cre-
ate a core body of facts and was used as the ba-
sis to schedule interviews with key-informants30, 
who were selected on the basis of their relation-
ship with the implementation of the Regulation, 
and involvement with activities related to pub-
lic health and epidemiological surveillance. The 
snowball sampling technique was also used31, 
based on indications made by the initial inter-
viewees. Fifteen people were selected, based on 
organizational charts prepared by the Brazilian 
Health Surveillance Agency (ANVISA) and the 
National Health Surveillance Secretariat of the 
Ministry of Health (SVS/MS). Six of the candi-
dates indicated declined and five further nom-
inees agreed to participate in this survey. Four 
members of ANVISA, who work in the area of 
Ports, Airports and Frontiers (PAF) in different 
regions of Brazil, were interviewed, making a to-
tal of eighteen key-informants. The interviews 
took place in Brasilia – DF, in November 2011. 
These were recorded, transcribed and codified, 
respecting the anonymity of the participants, 
each interviewee being given a number and re-
ferred to in the male gender. In addition, doc-
ument analysis was undertaken to establish a 
relationship between the different views and ob-
servations registered, which was more useful as 
revisionary material rather than being used to 
construct the core body of facts which, together 
with information from the interviews, form the 
basis of the analysis of this article.

The analytical categories defined a priori and 
those that emerged from the field of research 
were the main changes that have emerged from 
the implementation of ISR (2005), for standards, 
competencies and procedures related to the sani-
tary control activities for freight, modes of trans-
port and travelers. 

In this study, the term ‘traveler’ refers to any 
person affected by a Public Health Emergency, in 
cases where the results are unlikely to affect only 
those in transit, which is the sense of the term 
ISR (2005). The term “freight” refers to products 
that are circulating in accordance with health 

surveillance control regulations and which, due 
to their specific characteristics, require differen-
tial transportation and storage facilities, hygiene 
and sanitation control management and obser-
vance of sanitary legislation.

This research project was approved by the 
Committee for Ethics in Research of the Institute 
of Public Health at the Federal University of Ba-
hia – UFBA, and all those taking part signed an 
Informed Consent Form, in compliance withNa-
tional Health Council Resolution Nº 196/9632.

Findings and Discussion

Changes to Standards

According to fifteen interviewees, new rules 
resulting from the ISR have been introduced into 
the legal system while others have been altered. 
Only one interviewee thought that no chang-
es have been made to existing standards or that 
others have emerged as a result; two interviewees 
made no comment. According to one of those in-
terviewed, “some ruleshave been dropped” (E3); 
according to others, new rules and innumerable 
adaptations are being made, but even so there are 
still many gaps in this regulation and things are 
becoming as fragmented, “as a patchwork quilt” 
(E14). For some interviewees, the ISR actually 
serves to apply pressure to ensure that exiting 
rules are observed, but which have been ignored 
by the companies operating in the area of the 
PAF (E1, E10).

The port areas were seen as those that have 
undergone most changes (E1, E8, E14, E16), 
while airports have maintained existing inter-
national regulations (E1). As regards frontiers 
– which are still not obliged to observe the ISR 
– there was only one account given of a proposal 
for regulation (E1). With regards to travelers, it 
is understood that significant changes have been 
made: not exactly involving the creation of new 
or making alternations to existing regulations 
(E19, E15), but a proposal for a national policy 
for travelers, since ANVISA only operates on the 
basis of the old Resolution (E1). Furthermore, 
mention was also made of Administrative Rules 
and decrees, as well as Mercosul rulings which in-
corporate the ISR (E6, E7, E13, E16).

It was also noted that, during the ISR (2005) 
implementation process, new rules had been in-
troduced, others revoked and changes made to 
existing standards, within the areas of health and 
epidemiological surveillance. The apparent exis-
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tence of a normative lacuna, as claimed by some 
of the actors involved, might have resulted from 
the inherent limitations of these standards to 
respond to the overall issues involved, as well as 
the eagerness of professional health surveillance 
agents to introduce rules for certain activities. 

The ISR is a regulation with a broad scope 
and it is up to different countries to apply it 
internally through detailed regulations: Brazil 
issued Decree Nº 7.616/201133, in connection 
with the Public Health Emergency of National 
Concern Declaration and which established the 
National Force of the Unified Health System; the 
SVS/MS (Ministry of Health) Administrative 
Rule Nº 104/201134, that defines the terminolo-
gy adopted in national legislation, in accordance 
with the ISR; and Ministry of Health/MS Admin-
istrative Rule No. 1.865/200635, which, among 
other rulings, establishes the SVS as the national 
Focal Point together with the WHO. Brazil in-
cluded the ISR as part of Legislative Decree No. 
395/200936, but even before taking this action, it 
had organized initial health sector activities, so 
as to evaluate established basic capacities and 
respond to public health emergencies, which in-
cluded holding periodic meetings within the am-
bit of Mercosur.

A debate arose among the interviewees in 
connection with this decree; due to the under-
standing of the Legal Advisory Service (Con-
jur) at the Ministry of Health to the effect that 
presidential approval was requiredfor this act to 
become legally valid. According to one of the in-
terviewees (E9), if such an understanding made it 
difficult for the SVS to prepare or alter the rules, 
the same did not occur in the case of ANVISA.

Conjur’s position is supported in part by 
International Public Law with respect to the in-
corporation of treaties in national legal systems, 
although it cannot be ignored that the Regula-
tion has been incorporated into non-statuto-
ry law. The position of the WHO in relation to 
their regulations is that signatory countries are 
given deadlines to establish provisos; if they do 
not do so, the country in question is required to 
enforce the regulation in question6,37. Brazil did 
not establish provisos for the ISR, nor were any 
references found of observations or information 
being sent to the WHO, to clarify the necessary 
formalities required to incorporate the ISR. The 
absence of presidential approval to validate the 
afore-mentioned decree is more of a formality in 
the area of law rather than a requirement to carry 
out suchservices, since administrative activities 
adhere to the requirements of the instrument, 

while national rulings are formed on the basis of 
the ISR text.

Changes in the competencies

According to seven of those interviewed, 
no changes were made to institutional compe-
tencies, while two interviewees believed that 
changes might occur based on future rulings 
(E9, E10). Only one interviewee believed that 
changes had been made, if only a few. One of the 
interviewees indicated that the Focus Point and 
the Strategic Information Center for Health Sur-
veillance (CIEVS), represent new capacities that 
have resulted from the ISR; however, according 
to this interviewee, the actual attributes have not 
changed, but risk logic has been incorporated in-
stead, which makes it possible to perform more 
rationally: “there have been some changes in the 
way that health inspectors work, but no chang-
es have been made to their competencies per se” 
(E17). It is understood that ISR (2005) moves 
forward when it goes beyond a list of diseases 
and certificates to adopt an approach more cen-
tered on sanitary risks, which involves qualified 
professionals (E2, E13, E15, E17). For some, the 
competencies have already been established; it 
was the professionals who found it difficult to 
understand their work objectives (E2, E15).

Changes to sanitary control competencies in-
volving freight, modes of transport and travelers 
were not addressed: the interviewees discussed the 
competencies of ANVISA, the National Health 
Surveillance Secretariat-SVS and the influence 
of the ISR, in clarifying questions between the 
two institutional segments. This issue reveals the 
complex nature of the organizational structure 
of the Unified Health System – SUS, especially in 
surveillance sectors responsible for taking action, 
often based on common objectives, but which are 
part of different logical frames and institutional 
and administrative structures, including the reg-
ulatory agency model.

When asked about possible conflicts or 
changes to competencies and about questions re-
lated to activities foreseen in ISR (2005), ten of 
the interviewees responded politely, admitting 
that there is a good line of communication be-
tween the SVS and ANVISA, reiterating the need 
for these to work together and to articulate with 
local epidemiological surveillance services (E1). 
Even so, they expressed some reservations: the 
main one being the competency of ANVISA to 
execute epidemiological surveillance activities in 
PAF areas, which was the situation prior to the 
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introduction of the ISR (2005). It appears there 
are few areas of conflict and many questions 
about the competency of ANVISA, since, while 
the SVS has the necessary expertise, it is ANVI-
SA that should execute activities; however, there 
is still some doubt about “who does what” (E9). 
Some referred to this particular competency as 
an “imbroglio” (E2, E11) and said that this must 
have arisen due to some “misunderstanding,” 
since it is not up to the sanitary surveillance 
agency to execute epidemiological surveillance 
activities: since this “[...] was a way to adapt for-
mer airport emergency activities” and that “[...] 
the law that created ANVISA stated that ANVI-
SA operates under Ministry of Health guidelines.
Thus, in theory, this gives one agency the respon-
sibility of imposing standards and, the other, the 
responsibility of carrying these out [...].” For one 
group of interviewees the changes made involv-
ing technicians and managers could well alter the 
relationship between ANVISA and the SVS (E1, 
E3, E4, E10, E12) and that this good relationship 
occurs only between the PAF and SVS (E7), due 
to the people who are involved in the ISR (2005) 
implementation process. 

A certain tension exists between these two in-
stitutional sectors: there appears to be a harmo-
nious relationship between the PAF and SVS, but 
not between ANVISA and the Ministry of Health, 
which involves other issues. The matters over 
which the sanitary surveillance exerts control are 
crucial to the economic interests of the coun-
try and those who carry out examinations exert 
power38, however this creates tensions, which are 
typical of regulatory services. Although ANVISA 
exerts power though the examinations it carries 
out – sanitary inspections, the policing powers 
it holds, etc. – it is really the SVS that controls 
the system: action based on knowledge, enforced 
by ANVISA within the PAF ambit; in addition, it 
is the SVS that is responsible for proposing and 
formulating the National Sanitary Surveillance 
Policy.

In Brazil, the sectorial structures that enforce 
ISR (2005) activities are of a complex nature. The 
SUS, within the Federal sphere, is an organiza-
tion that comes under the Ministry of Health and 
includes, among other components, the SVS and 
ANVISA, a regulatory agency that has multiple 
objectives that consolidate the economic and in-
dustrial health complex. As well as areas of ep-
idemiological and sanitary surveillance, which 
are central to sanitary control, the SVS also coor-
dinates environmental health and occupational 
health, which are not covered in this study. 

Sanitary and epidemiological surveillance 
services are organized according to systems: The 
National Epidemiological Surveillance System 
integrates Public Administration directly in its 
three management areas. However, the National 
Sanitary Surveillance System (SNVS) is indirectly 
integrated within the Federal ambit in three states 
– which have regulatory agencies – and directly 
so in municipalities and in the remaining states. 
ANVISA coordinates SNVS, however, in addition 
to formulating and proposing the Sanitary Sur-
veillance Policy, it is up to the SVS to regulate and 
accompany the administration contract between 
ANVISA and the Ministry of Health39.

From this fragmented format and the separa-
tion of practices in different areas as if there were 
in fact two separate surveillance agencies2, ques-
tions arise that need to be investigated and which 
involve other management areas. The position of 
the interviewees from the area of coordination or 
the senior hierarchical structure of the agencies is 
centered on maintaining the status quo, whereas 
in the SVS it is in the sense of errors in this mod-
el. In the case of professionals who are working 
“at the cutting edge,” they report difficulties relat-
ed to their responsibilities in undertaking epide-
miological surveillance activities in the PAF, and 
these professionals even go so far as to refer to a 
“crisis of identity,” since they do not know when 
a situation calls for epidemiological surveillance 
or for sanitary surveillance.

Although this was not a question asked, the 
issue of human resources was emphasized, with 
repeated issues being raised in relation to the dif-
ferent levels of qualifications that exist, a lack of 
capacity building, precarious contracts, difficul-
ties related to the quantitative and qualification 
aspects of personnel. It was claimed that ANVI-
SA professionals need to perform epidemiolog-
ical surveillance activities that are not exactly 
within their field of expertise, and that there are 
huge differences in the level of qualification of 
PAF professionals, ranging from a primary level 
of education to others with post-graduate de-
grees. In the case of the Ministry of Health, the 
interviewees spoke in particular about insuffi-
cient personnel and lack of turnover, the precar-
iousness of their contractual ties, remuneration 
and a series of critical problems involving human 
resources policies, both within the MS and in the 
states and municipalities (E6).

Furthermore, they spoke about the need for 
capacity building to accompany the changes be-
ing made (E6, E10) to install a new logic since, 
even though this is a legal requirement, this is not 
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necessarily reflected in changes to practices and 
services (E17) and in those professionals who 
seem to be “tied to the past” (E16). It is also un-
derstood that the implementation of ISR (2005) 
“is practically a cultural change” (E8) and that 
new professionals are needed in the area. This 
issue arose both in matters related to competen-
cies as well as procedures and converged to form 
an understanding that changes to competencies 
require changes in services and qualified profes-
sionals, and that the ISR has served to reveal this 
matter as a result of discussions about the roles 
that need to be performed in periods of crisis. 
Such difficulties appear to contribute towards the 
“identity crisis” experienced by sanitary surveil-
lance professionals, as has already been noted in 
other studies, since they simultaneously exercise 
police powers and perform an educational func-
tion40,41.

Changes in procedures

A point of convergence among the interview-
ees was the need for changes in procedures con-
ducted by the SVS and ANVISA, suggesting that 
ISR (2005) has helped to find alternatives to over-
come weaknesses in the system and bring about 
changes to strengthen practices and to organize 
work procedures (E7). Two interviewees did not 
mention the subject, but three interviewees un-
derstood that no changes had been made, but be-
lieved that the ISR has helped strengthen the sys-
tems of surveillance. The main changes to proce-
dures cited were: changes to the Ship Sanitation 
Certificate; closure of vaccination points in PAF 
areas, which favor the creation of state and mu-
nicipal Travel Information Centers; structuring 
the CIEVS network; information management: 
information is administered by formal and in-
formal media channels; as well as improving the 
response capacity with a network connected to 
other sectors. According to two interviewees, the 
main changes were made to procedures relating 
to the health of travelers (E8, E15).

Freight and means of transportation were not 
mentioned among the changes made. The main 
change involving Ports was the adoption of an 
Exemption Certificate or Ship Sanitation Control 
Certificate, which is now more directed towards 
a ship’s sanitation risk. This new document is 
issued by the ports indicated by the signatory 
country, based on an evaluation of the installed 
basic capacities (E1, E2, E8, E15). In the case of 
airports, one of the interviewees highlighted the 
fact that the ISR (2005) has encouraged the is-

sue of an Onboard Health Declaration, which 
already existed as an international ruling but was 
never adhered to (E1). Another ruling to be dil-
igently complied with is the compulsory notifi-
cation, which is of great importance as a result 
of the newconcept of a Public Health Emergency.

In the case of frontiers, a tendency to reduce 
sanitary controls was noted, since the ISR is not 
obligatory in these areas. As stated by E8: “[...] 
this trend also shows that frontier areas are prac-
tically seen as a single epidemiological area… 
no longer with so many barriers but rather with 
controls and an early detection system [...].” This 
view was confirmed by others who said that this 
is largely due to the greater awareness shown by 
the welfare services in detecting cases of Public 
Health Emergencies, as illustrated by comments 
made by E13: “[...] the real frontier nowadays 
is located in the emergency areas, where people 
go… in the first-aid stations, etc.”

One group of interviewees highlighted the 
SAGARANA/ANVISA Information System, as 
being responsible for significantly changing 
work procedures and processes. Another group 
stressed the CIEVS network organization, co-
ordinated by the SVS, as generating enormous 
changes in emergency information management. 
It would therefore appear that incorporating ISR 
(2005) has led to important changes being made 
in the management of information in these two 
institutional sectors. 

Another element of change mentioned was 
the Work Committees, created during the H1N1 
pandemic (E9, E6, E13), which resulted in weekly 
meetings and incorporated new concepts, mak-
ing problem-solving easier, since these had usu-
ally only been held after a problem had occurred 
and it took time to establish “smooth relation-
ships” (E4). The feeling is that, with a Committee 
that meets regularly, “time is saved in resolving 
problems” (E6), and that the involvement of 
both sectors helps to strengthen relationships, to 
establish a broader dialogue with other institu-
tional departments and, in particular, to manage 
information in a more systematic way. 

The feeling was that the weaknesses that had 
emerged during the ISR implementation process, 
were due to the fact that the Regulation had not 
been appropriated for purposes other than san-
itary and epidemiological surveillance, princi-
pally on the part of the welfare services, within 
both the private and public sectors (E9, E6, E13), 
as illustrated in the following excerpts: “[...] be-
cause many of our cases had already been treated 
in major hospitals, which did not notify us, did 
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not tell us and who did not have the same view of 
what a traveler represents…” (E14).

The ISR is not used either by the states or 
by the population, as if this tool was limited to 
“[...] something that only occurs at ports and 
airports, because it concerns international issues 
[...]” (E15). It is clear that more information and 
communication need to be available about the 
ISR, and that more “[...] work needs to be done 
to publicize this information so that people can 
take advantage of it and understand the need for 
mechanisms that, in some situations, may be very 
bad individually, but which, collectively, are fun-
damental [...]” (E12). The broad incorporation of 
the ISR, especially in health care, is therefore seen 
as being crucial, since this information boosts 
contingency preparedness for eventual Pubic 
Health Emergencies, which is the responsibility 
of signatory countries, which require articulated 
internal and international cooperation, so that 
sanitation safety objectives may be attained39,42,43.

Failure of the health sector and the general 
public to incorporate the ISR on a broader ba-
sis may well create problems in cases of a Public 
Health Emergency of National Concern (ES-
PIN), so that this is not transformed into a Pub-
lic Health Emergency of International Concern 
(ESPII). In the case of institutions, this is due to 
difficulties involved in articulating actions to deal 
with emergencies. In the case of public or private 
health care services, this is because it is important 
to detect emergencies during their initial stages 
and to establish contingency preparedness for 
all others; and in the case of the general public, 
because of the possibility that people will face re-
strictive measures affecting their freedom.

Changes in sanitary control measures. 

On this subject, most of the interviewees talk-
ed about travelers, without mentioning freight or 
means of transportation. Only one interviewee 
stressed how important it is for public health to 
impose sanitary control for freight, claiming that 
the ISR has given the matter little importance. As 
an example, he mentioned the case of the arriv-
al of used and contaminated hospital material 
at the port of Suape (State of Pernambco/PE) in 
2011, which the exporters had declared to be tex-
tile products (E4).

With regards to freedom restrictions applied 
to travelers, the main arguments put forward 
were the absence of legal instruments which 
could be used to impose such restrictions and the 
binding nature of the Regulation. According to 

some of the comments made by the interviewees, 
ISR (2005) left questions unresolved: “[...] quar-
antine measures that are not clearly defined... 
‘recommendation’ is the magic word introduced 
by the Regulation; this means that nowadays 
you are always ‘recommended’ not to do such a 
thing…, but, if you wish to do so, you will” (E9); 
“[...] nothing has been established as being pro-
hibited...” (E10).

The characteristics attributed to the ISR do 
not take into account the mandatory elements of 
the Regulation, such as the requirement to indi-
cate a Focal Point within a certain deadline, the 
need to establish a Liaison Center, rules to con-
trol the movement of travelers, etc. It should be 
highlighted that the Regulation is not designed to 
prescribe detailed and specific rules to be insert-
ed into the legal systems of signatory countries. 
The negative view taken of the binding nature of 
the Regulation may be caused by the desire for 
rulings that encourage limited action. 

Most of the interviewees confirmed that they 
work inhuman sanitation control in the sense 
that they are promoting “public awareness” (E1), 
“to convince others” (E2), that the “[...] SVS does 
not impose compulsory measures [...]” (E3). Ac-
cording to one interviewee, sanitation awareness 
is not about imposing restrictions, but about in-
stilling a sense of responsibility in people about 
private and collective issues.

The question of measures to restrict freedom 
prompted a heated discussion about individual 
rights and collective rights, the possibility of con-
flicts and the responsibilities of the State to pro-
tect society, sanitary safety without arbitrariness, 
and it was argued that in the event of an impasse, 
individual rights should be put aside in favor of 
collective rights.

When discussing private and public autono-
my, Habermas44 warns that the issue is not limited 
to defending the superiority of one over another, 
since autonomies have a necessary relationship 
of solidarity – they are co-originators, mutual-
ly accepting one another45. This is crucial when 
dealing with sanitary control and the admin-
istrative actions of the State, which is based on 
the idea that the public interest has dominance 
over private interests and that the public interest 
is paramount which, among other assumptions, 
serve pointers to guide the actions of public ser-
vants as representatives of the State and, thus, of 
the population.

With respect to this topic, several interviewees 
emphasized the need for a specific Law to provide 
greater clarity regarding the relationship between 
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measures to restrict freedom and the actions of 
health surveillance professionals. Some men-
tioned a legislative bill25, claiming that discussions 
about this were interrupted in order to deal with 
controversial issues such as quarantine and isola-
tion:that laws exist which impose restrictions on 
freight and means of transportation and even on 
residential homes, to prevent the spread of den-
gue fever, but no such restrictions exist for peo-
ple. One of the interviewees (E12) justified this 
by saying that countries with more established 
democracies impose restrictions on freedom18,19 

while Brazil is still “in its infancy” as a democracy 
and does not even discuss the matter. The ques-
tion was raised about the possibility of ANVISA 
applying these measures, based only on ordinanc-
es, as illustrated in the following excerpt: “[...] so, 
the situation always remains unclear. Can we tell a 
ship not to dock or that no one can disembark on 
the basis of an administrative ruling? We are in-
terfering in the freedom of movement of people. 
Can this be done with an ordinance or is a special 
law required?... At the same time, to have mech-
anisms capable of guaranteeing collective health 
actions that can prevent the spread of relevant 
diseases, right...?” (E6).

It was argued that Law 6.259/7546, which es-
tablishes surveillance of notifiable diseases and 
creates the National Epidemiological Surveil-
lance System, is outdated and does not even men-
tion municipalities, making it difficult to resolve 
public health problems, such as measures to be 
applied to immigrants, and fails to establish prac-
tical ways to adopt measures to restrict the free-
dom of individuals in cases of quarantine and 
isolation. Furthermore, there are no instruments 
to ensure compulsory vaccinations; difficulties 
exist involving the sanitary control of animals, 
thereby underlining the need for the State to 
draw up a law that interacts with the ISR ruling.

According to one interviewee, the fact that 
no such law exists weakens the ISR (2005) im-
plementation process since, in Public Health 
Emergency situations, management would be 
exposed to the interference of other sectors, 
such as the judiciary and the media, who issue 
responses based on legal generic elements or in-
formation from ‘pseudo-specialists.” As an alter-
native to this problem, it was suggested that the 
judicial path should be used to establish the basis 
to apply measures to restrict freedom, a propos-
al also mentioned by another interviewee, who 
thought that this measure would be unfeasible in 
an emergency situation due to the huge demand.

Although down played by the interviewees, 
the national legal system, based on Law 6.259/75, 
already makes it possible to impose restrictive 
measures, which establishes mandatory vaccina-
tion and the Ministry of Health as executor, in 
cases of national interest or emergencies. In addi-
tion, Law 6.437/7747 prohibits disembarkation or 
the permanence of foreigners in Brazilian territo-
ry, in cases where there has been non-observance 
or failure to respect sanitary requirements.

If, on the one hand, management can be ham-
pered by the way the legal system and the media 
approach this matter37, unlike the health sector, 
on the other hand, they would be prevented from 
making it possible to use adequate instruments to 
carry out the activities of competent profession-
als, since, in accordance with the principles of le-
gal certainty, lawfulness and the legal reserve7, the 
agents of the State can only act on the basis of the 
law. Thus, we should not forget that the effects of 
these constraints will be borne by society, which 
will suffer the consequences of emergency situa-
tions and will not receive an adequate response 
from the State with regard to sanitation issues.

It should be emphasized that the principle 
of legal reserve7,8 requires that intervention in 
the personal sphere, such as restricting right of 
liberty and property be authorized by law, which 
does not prevent regulations established by or-
dinances and resolutions detailing actions to be-
applied within the ambit of administrative law. 
It cannot be ignored that legislative practices to 
restrict the freedom of individuals, based on is-
sues of collective health, involves a complex area, 
even when based on truth regimes38, which help 
persuade the population to cooperate with mea-
sures imposed by the State, since such a regime is 
based on cohesion, which might cause harm to 
the individual48.

In the health sector, the scientific arguments 
used as truth regimes49 corroborate to form the 
basis of decisions related to the ISR and health 
surveillance agencies. This information shapes 
the truth regime and validates the imposition of 
controls on society38, which makes it possible to 
raise the level of awareness of the population – 
which is a strategy used by the two institutional 
sectors to enable them to apply measures to re-
strict freedom. Such measures can suffer interfer-
ence even by the mass media which, in general, 
presents ideas that are not very coherent as re-
gards their views on health and tend to concen-
trate more on instrumental logic50. This reinforc-
es the need for a coherent institutional system of 
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communication, which goes beyond the internal 
scope of such activities51,52. Central to this ques-
tion is the need to restrict individual rights in fa-
vor of collective rights, although the importance 
of the rights of both sides must not be forgotten 
in the interest of public health.

It was noted that police powers53 as a State 
prerogative and as an inherent administrative 
power for sanitary surveillance54 was hardly 
mentioned by the interviewees, who spoke more 
about using the police themselves to help imple-
ment these measures. One wonders if this is due 
to the so-called absence of laws that support such 
measures or if this is part of the “identity crisis” 
experienced by sanitary surveillance profession-
als between the exercise of police powers and ed-
ucational activities50,55.

Freedom restrictions is a reminder of the re-
cent history of Brazilian society, which suffered 
for many years under a military dictatorship and 
is therefore wary of the afore-mentioned legal 
proposal related to public health emergencies25. 
If, on the one hand, difficulties in organizing ad-
ministrative and practical actions that involve re-
stricting individual freedom should not preclude 
the need for an open discussion involving civil 
society, on the other hand, these actions cannot 
stagnate because it is difficult to establisha mini-
mum level of consensus.

Final Considerations 

The incorporation of the ISR (2005) gives rise to 
discussions, both within the legal ambit as well as 
within the Brazilian administrative ambit, about 
questions relating to the State, power, rights, 
health, among others, all of which are inter-relat-
ed and none of which are easy to deal with, nor 
is it easy to construct a single benchmark to un-
derstand the subject matter in all its economic, 
political and sanitary dimensions. 

Implementing the ISR involves facing certain 
difficulties that arise from the complex organiza-
tion of the administrative structures in the coun-
try’s health sector, as well as sanitary regulations, 
which is mainly connected to legal formalities, 
national sovereignty and aspects of legal secu-
rity7,8. Even so, there are no signs of stagnation 
in the implementation process and the gaps that 
still exist, which are of a legal and administrative 
nature, can find within the Regulation itself the 
basic elements that need to be addressed. The im-
plications of an economic, political and sanitary 

nature, even though only mentioned indirectly 
by the key-actors, are not a secondary issue and 
help to reveal complex institutional structures 
that are reflected in standards, competencies and 
procedures, whichare a concern toits agents.

Surveillance, as an instrument of disciplinary 
power, is neither good nor bad in character, it is 
shaped on the basis of how it is used in a social 
environment38; and therefore depends on the val-
ues that a given society confers on the exercise of 
democracy and on health as a matter of individ-
ual and collective protection. It may be seen in 
this study that ISR (2005), as an instrument that 
serves health surveillance in today’s society and, 
in the case of Brazil, helps to reveal problems that 
occurred prior to its implementation. This reso-
lution also brings into debate the weaknesses and 
strengths of the health surveillance systems, and 
is also seen as a strong promoter of change within 
the area of standards and practices, as well as a 
means to strengthen the performance of the sec-
tors and institutions concerned.

The State seeks arrangements to preserve sta-
ble internal and external relationships, since the 
more stable these are the greater the possibility 
for control; and collective rulings, based on su-
premacy and precedence of public interest, will 
encourage the replication of this State. As this is 
an area prone to disputes and conflicts of interest, 
the State needs to articulate the relationships in-
volved in individual and collective rights which, 
due to their characteristics, hamper any a priori 
position in any given situation; perhaps as a re-
sult of this difficulty, discussions about measures 
to restrict freedom tend to lead to too many dis-
putes and too few referrals. The need for specific 
legislation was one of the main topics discussed; 
measures restricting freedom are on the interna-
tional agenda. It is therefore up to the different 
sectors to use democratic spaces to discuss and 
register their position on the subject, in accor-
dance with the principle of social participation 
in the Democratic State of Brazil, one of the core 
principles of the Unified Health System.

Collaborators

YOR Lima and EA Costa participated on an equal 
basis in all the preparatory stages of this article. 
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