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Abstract

This article investigates policy and bureaucracy changes provoked by individual litigation for health
care rights in Brazil, especially the one regarding access to medicines, looking at the effects it produced
in relation to health technology assessment (HTA) and health care governance. The article first
contextualizes the social, legal, and political conditions for the development of individual litigation
for health care rights in Brazil. Then it points out the changes brought about by this litigation model
and discusses their potential to contribute to efficiency and fairness in the health care system by the

improvement of the HTA decision-making process and health care governance.
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Introduction

The legal enforcement of health care rights may
take a multitude of forms, ranging from orders
to provide a specific medicine or treatment to a
particular individual or group, to broad structural
decisions declaring a particular state of affairs un-
constitutional or even ordering the structuring of
health services in a certain geographical area.' David
Landau, for example, identifies four remedial forms:
a) individual enforcement; b) negative injunctions; c)
weak-form enforcement; and d) structural enforce-
ment.> According to the first one, courts grant rights
to a single plaintiff, such as the provision of a med-
ication or treatment. The negative injunction model
is often used to strike down benefit cuts or other laws
that diminish social benefits. With weak-enforce-
ment, also called the dialogical model, courts point
out political failures to uphold social rights but leave
the remedy at the discretion of political branches.
Finally, structural enforcement occurs when courts
issue broad orders aimed at (re)structuring institu-
tional or policy practices.

Courts in developing countries have relied
mainly on two broad models of social rights en-
forcement: the individual model and the negative
injunction model* In Brazil, thus far, the most
prevalent form of enforcement has been the indi-
vidual model, especially when it comes to access
to medicines claims, although in recent years
the country has also experimented with the use
of the structural model.* This way of litigating
for health care rights, also found in other Latin
American countries, consists of lawsuits brought
mostly by individual plaintiffs represented by pri-
vate or public attorneys (the latter in the case of
plaintiffs with earnings below a certain threshold,
which varies across the country) against public
authorities—states, municipalities, or the federal
government—claiming mostly the provision of a
specific medication or treatment and encountering
a very high success rate in the courts.s The effects
of these decisions apply only inter partes, that is,
between the parties of the case.

The threshold to win in the courts is very
low, insofar as the individual litigant must simply
prove that a health need (access to medication or

treatment), as described in a doctor’s prescription,
was not met. Therefore, in the Brazilian model of
litigation, the doctor’s prescription (from a state
or private health facility) is very often the only
relevant document necessary for a court to render
a decision imposing on the state the obligation to
provide a particular medication or treatment to a
particular individual.®

Another reason explaining the prevalence
of this model of litigation in Brazil is the fact that
Brazilian courts are more open to individual claims
than collective ones, creating a strong incentive
for plaintiffs to bring forth individual action.
Collective claims have a much more far-reaching
impact than individual ones because the effects of
their decisions apply erga omnes. They are usually
brought by the prosecutor’s office (Ministério Pu-
blico) through a legal procedure called agdo civil
ptiblica and concern public authorities’ failure to
comply with legal obligations in guiding structural
health policies. Brazil has also seen a slight increase
in collective litigation through public class actions
aimed at implementing health policies, however
they are still low in numbers compared to individ-
ual claims.® Therefore, individual solutions tend to
take precedence over structural orders.’

It is worth noting that, apart from the public
(and universal) health care system in Brazil, there
is also a parallel, private system of care. People
using the private health care system are usually
wealthier individuals who can afford private health
insurance, or employees who have health insur-
ance as part of their benefits package. However,
lawsuits concerning the provision of medication
can be brought against public authorities despite
the fact that the individual is insured privately.
Indeed, according to Brazilian law, private health
insurers only have to provide medication in case
of inpatient treatment. The only exception to this
rule regards some anti-cancer drugs for outpatient
cancer treatment.’° Moreover, cases concerning the
private provision of health care are mostly ruled
according to private law—contract and consumer
laws—whereas cases regarding the public provi-
sion of health care, such as the ones discussed in
this article, are decided exclusively according to
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constitutional law. Therefore, many health insured
individuals resort to the public health system to
access medicines that they would not be allowed
to through private health insurance. Still, there is
also a high number of individual claims brought
against private health insurers in Brazil. These
claims regard contract coverage, contract breach,
health treatments, and only a residual part refers
to medicines.”

The frequent use of individual litigation to
enforce the right to health has been the subject of
intense debate in the literature. Some have criti-
cized it for rendering the public health system less
fair and rational, since the often sole criterion used
by courts to grant claims (individualized medical
prescriptions) disregards the need to set priorities
according to sound public health reasons. Moreo-
ver, given important difficulties of access to justice
in Brazil, it can often favor those who are finan-
cially equipped to hire private lawyers or access
the limited provision of state attorneys. Therefore,
judicialization could widen the social gap in Brazil,
diverting public resources from the most deprived
individuals and from other important areas of
health. However, others have contested these con-
clusions and have argued that “judicialization may
serve as a grassroots instrument for the poor to
hold the state accountable.”

In this article, however, I do not focus on
these debates. Here, I approach individual litiga-
tion for health care rights in Brazil from a different
perspective, looking at the effects it produced in
relation to health technology assessment (HTA)
and health care governance. More than triggering
bureaucratic changes, as I have maintained else-
where, here I argue that individual litigation for
health care rights in Brazil has pushed forward pol-
icy changes that ranges from strengthening health
technology assessment processes to better health
care governance through institutional dialogue
between different state actors.* Accordingly, by
looking specifically at the case of individual litiga-
tion related to access to medicines, I will show that,
although focusing mostly on individual cases, this
phenomenon has brought about structural changes
that have the potential to produce positive effects

in terms of efficiency and fairness in the Brazilian
public health system.

In order to develop this argument, I will
first provide a historic overview of the social and
political contexts in which individual litigation
developed in Brazil since the promulgation of the
Brazilian constitution in 1988. Following this, I
will describe the institutional changes produced by
the health care-related individual model of litiga-
tion in Brazil, especially when it comes to health
technology assessment and health care governance,
presenting data available in these areas in order
to demonstrate how these changes, although not
directly related to social justice, can potentially
contribute to the achievement of more fairness and
efficiency in the Brazilian health system.

An historic overview of individual
litigation for health care rights in Brazil

Health care-related individual litigation in Brazil
developed in a favorable historical time frame by
virtue of Brazil’s democratization process. It started
in the mid-1990s, following Brazil’s constitutional
milestone in 1988, which reinstated democracy and
provided a set of constitutionalised rights, includ-
ing the right to health, and coincided with the peak
of the AIDS epidemic, which explains, therefore,
the reason why most of the lawsuits then regarded
HIV medication. Although the institutionalized
health program for HIV in Brazil dates from 1986,
it was only in 1996 that a federal law established
the free distribution of medication throughout the
country.” Apart from the legal framework, the mo-
bilisation of civil society was another major driving
force behind the then on-going process of con-
structing and implementing a policy of free access
to HIV medication in Brazil.®® Nevertheless, since
not all antiretroviral drugs were encompassed by
the Brazilian HIV therapeutic guidelines, patients
started to claim in courts antiretroviral drugs that
were not yet made available by the national pro-
gram. For instance, in Rio de Janeiro, between 1991
and 1998, lawsuits concerning HIV medication cor-
responded to 90% of all lawsuits regarding access
to medicines, whereas in the Supreme Court they
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corresponded to one third of health care-related
litigation.”

Brazilian courts have been receptive to indi-
viduallitigation since atleast thelate 1990s, granting
in most of the cases the medication claimed by HIV
patients.’® From 1997 on, with the advancement and
structuring of the Brazilian Program for AIDS,
antiretrovirals started to be regularly dispensed
by state health authorities, contributing to the fall
of individual litigation in this area.® During these
years, the government revealed itself to be commit-
ted to fighting the AIDS epidemic globally.>> For
instance, Brazil twice used the threat of compulso-
ry license as a strategy to pressure drug companies
into price negotiations for HIV medication and, in
2007, effectively issued a compulsory license for the
antiretroviral Efavirenz.”

The favorable judicial environment found by pa-
tients during the 1990s led more people suffering from
other diseases to claim medication before courts.>
Currently, individual litigation concerns medication
for a variety of diseases, ranging from rare diseases,
such as Gaucher’s Disease and Duchenne muscular
dystrophy, to chronic diseases, such as diabetes, can-
cer, hypertension, and hepatitis C.»

In addition to the favorable judicial envi-
ronment (that is, the low threshold established
by Brazilian courts), other problems also con-
tributed to the increment of individual litigation
for medicines.>* This includes, for example: a) the
underfunding of the health sector, whose budget
between 2002 and 2008 corresponded to an average
of 3.6% of the GDP; b) the difficulties of establishing
a basis for organizing services at a much-decen-
tralized health system (the country is divided into
26 states, one federal district and more than 5,570
municipalities which have administrative autono-
my in terms of health policy implementation); and
¢) the fragmentation of pharmaceutical assistance
policies.» Many of these managerial problems re-
garding pharmaceutical assistance are for instance
described by health officers themselves in inspec-
tion reports issued by the Brazilian Federal Court
of Auditors.>

Therefore, the number of individual claims
in Brazilian courts has risen steadily since 2000.

According to data available at the National Council
of Justice, in 2014 there were about 62,291 lawsuits
regarding medicines and treatments against the
Federal Union, and about 330,603 against states,
municipalities, and the federal district.”” However,
after 2009, new strategies and institutional chang-
es were put in place in an attempt to control the
number of lawsuits and public expenditure. These
changes in bureaucracy at different levels and in
different governmental institutions were already
discussed by some authors, such as Wang, Ribei-
ro and Hartmann, and Duarte.”® Although some
of these authors are quite sceptical about such
changes, in my view they have the potential to
affect positively the Brazilian public health system,
as they have established a more transparent health
technology assessment process in the country
and new forms of inter-institutional dialogue and
of health care governance. This, in turn, may not
only contribute to reducing individual litigation,
but also to advancing efficiency and fairness in the
Brazilian health system, as I will discuss in the fol-
lowing sections.

Bureaucratic changes after 2009:
Strengthening HTA and new forms of
health care governance

In March 2009, acknowledging, on the one hand,
the several cases pending before the Brazilian Su-
preme Court (STF) regarding individual litigation
for the supply of medication, and, on the other hand,
the limited institutional capacity of judicial power to
alone deal with technical issues arising from these
cases, the then-president of the STF, Justice Gilmar
Mendes, convened health authorities and experts in
the health field at a public hearing in order to clarify
technical, scientific, administrative, political, and
economic issues surrounding health care provision.
During the opening of the public hearing, Justice
Mendes declared that he expected the event not only
to feed the court with technical information, but also
to promote a broader and pluralist debate for the im-
provement of health policies.>

The main outcome of the public hearing was
the establishment of criteria to guide the Court
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on future and pending decisions on health care
cases. In effect, in March 2010, the STF ruled on
nine cases, establishing non-binding guidelines
for how courts should deal with medicines claims
from then on. Santos and colleagues, who analysed
the STF public hearing in light of the social systems
theory from Niklas Luhmann, concluded that it
proved to be strategic insofar “there was a mutual
learning between the political and legal systems
by structural coupling of such public hearing.™°
Moreover, the legal system incorporated important
arguments discussed during the public hearing,
such as the one on the rejection of legal requests
for unregistered drugs before the National Health
Surveillance Agency (ANVISA).»

In terms of institutional effects, the public
hearing can be seen as a first formal step towards
a constitutional dialogue between the executive
and the judiciary branches of the government, as
it triggered a sequel of communications between
different state actors with the shared intention of
improving the practice of interpreting the consti-
tution. Moreover, it demonstrates the judiciary’s
potential for enhancing democracy and participa-
tion in a practical example of dialogic justice.»

In this regard, after the public hearing, and
also as a response to the number of health care-re-
lated lawsuits pending at Brazilian courts, other
important changes have taken place at the judiciary
level. These include the creation of a working group
by the National Council of Justice (CNJ)—which by
this time was also under the presidency of Justice
Gilmar Mendes—to study, propose measures and
guidelines aimed at preventing health care-related
litigation, and help the country’s tribunals in deal-
ing with these cases.’* In fact, the work developed
by this group evolved, and in March 2010 the CN]J
published a recommendation, providing some
criteria to assist magistrates and other legal profes-
sionals to ensure greater efficiency in the settlement
of health care-related lawsuits.» Following this, in
April 2010, the CNJ established a permanent forum
on health issues aimed at monitoring and finding
solutions to health care litigation.** This forum
meets frequently, and, for instance, in December
2017, the current president of CNJ, Justice Carmen

Lucia, convened a new public hearing where the
actors involved in the problem of individual litiga-
tion discussed the current state of affairs, presented
data, and shared best practices.”

While these initiatives developed at the
highest level of the judicial branch, other changes
at different levels of the legislative and executive
branches of the government took place, affecting
the health technology assessment process and
health care governance as will be demonstrated.

The HTA process in Brazil

According to the World Health Organization
(WHO), HTA refers to the systematic evaluation
of properties, effects, and/or impacts of health
technology. It is carried out through a multi-
disciplinary process which evaluates the social,
economic, organizational and ethical issues of a
health intervention or technology aiming to inform
policy decision making.»® It works as an import-
ant policy tool in the management of health care
delivery in conditions of resource constraint and
contributes to fostering health equity especially
in developing and emerging countries. However,
the institutionalization of HTA in these countries
is still considered immature, focusing mostly on
training and instruction of personnel to perform
HTA whereas this process also involves political
commitment, capacity for investment, maturity of
the decision-making process and the structure of
national health systems.*

In Brazil, discussion about HTA began in
1983.# Although since 2000 there have been insti-
tutional changes aiming at establishing some kind
of HTA process in the country, it was only in 2006
that this process was formally instituted through
law with the establishment of the Commission for
the Incorporation of Technologies (CITEC), which
worked under the supervision of the Health Atten-
tion Secretariat of the Ministry of Health (Secretaria
de Atengdo a Saude). In 2008, the Secretariat of
Science, Technology, and Strategic Inputs (SCTIE)
took over the role of coordinating and supervising
the process of incorporation of new technologies.
Under the auspices of SCTIE, the process flow was
redefined and improved, with the establishment of
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deadlines and criteria for the submission of propos-
als and issuing of reports on the incorporation of
technologies.*

But only in 2011, following the constitutional
dialogue started at the Brazilian Supreme Court in
the public hearing on judicialization discussed in
the previous section, that a new federal law (Law n.
12.401/2012) was enacted, creating a new HTA body
named CONITEC (National Committee for the
Incorporation of Technologies in the Public Health
System, or Comissdo Nacional de Incorporagio
de Tecnologias no Sistema Unico de Satide) under
the auspices of the Ministry of Health. CONITEC
replaced CITEC and the main justification for its
creation—according to the explanatory notes of
the two draft bills that led to the adoption of law
n. 12.401/2012—was the phenomenon of individual
health care litigation.# In terms of its operational
structure, CONITEC consists of two different
boards: the executive secretariat and the plenary.
The latter is responsible for issuing recommen-
dations and consists of 13 members, with seven
of them coming from different secretariats of the
Ministry of Health and the other six from different
institutions across the health system: the National
Council of Municipal Health Secretaries (Consel-
ho Nacional de Secretarias Municipais de Sadde,
CONASEMS), the National Council of State Health
Secretaries (Conselho Nacional de Secretarios de
Satde—CONASS), the National Health Council
(Conselho Nacional de Saide—CNS), the National
Regulatory Agency for Private Health Insuranceand
Plans (Agéncia Nacional de Satde Suplementar—
ANS), the National Health Surveillance Agency
(Agéncia Nacional de Vigilancia Sanitaria—ANVI-
SA), and the Federal Council of Medicine (Conselho
Federal de Medicina—CFM). The Executive Secre-
tariat is in charge of managing and coordinating
the activities of CONITEC, including the issuing
of the final recommendation reports. Regarding its
mission, CONITEC’s main competence is to pro-
vide technical advice to the Ministry of Health in
decisions regarding the incorporation, exclusion or
alteration of health technologies within the Brazil-
ian health system, as well as in the formulation or
modification of clinical protocols and therapeutic

guidelines. According to Law 12.401/2012 and its
accompanying decree (7.646/2011), this is to take
effect through an administrative procedure that
is open to public participation by means of public
hearings and public consultation. Decisions made
on these procedures are subject to administrative
appeal from interested parties.

Recommendations take into account available
scientific evidence regarding eflicacy, effectiveness
and safety of medicines, procedures and medical
devices, as well as health economic evaluation
and budget impact studies. In effect, CONITEC
frequently cross-references HTA assessments made
by other important international HTA agencies,
such as the National Institute for Health and
Clinical Excellence (NICE), the Canadian Agency
for Drugs and Technologies in Health (CADTH),
and the Australian Pharmaceutical Benefits Ad-
visory Committee (PBAC).* In addition, due to
CONITEC’s membership in the International
Network of Agencies for Health Technology Assess-
ment (INAHTA), CONITEC’s recommendations
can benefit from shared information of the other
48 HTA agencies members of this network. In ef-
fect, another important attribution of CONITEC is
to revise and update regularly the national list of
essential medicines (RENAME).# Aiming at in-
creased agility and efficiency, the process analysis
of incorporation of technologies should take 180
days (extendable for another go days) and the full
list of appraisals is regularly updated and made
available at CONITEC’s website.+

Therefore, the creation of CONITEC brought
substantial improvements to the institutionali-
zation of HTA, especially as compared to the old
decision-making process. Previously, appraisals
were not publicly disclosed, there was no clear
timeline for a review and decision-making after
a positive recommendation, there were no public
hearings or public consultations, and the right of
appeal was much more restricted.#” The new pro-
cess has also improved productivity in terms of the
number of appraisals issued per year; it has in fact
tripled the number of appraisals in a year when
compared to the previous decision-making pro-
cess.” Furthermore, there is also some evidence that
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the quality of the decisions has been improved. For
example, in a study on the relationship between the
quality of evidences and CONITEC’s recommen-
dation reports on medicines between 2012 and 2015,
Zimmerman and colleagues concluded that these
recommendations present consistent trends on the
use of quality of evidences as well as on the use of
economic and implementation aspects. Moreover,
their analysis also shows that CONITEC’s recom-
mendations use a multiple criteria analysis process,
suggesting that they contribute to decisions in line
with the Brazilian health system’s needs.* A simi-
lar analysis carried out by Caetano and colleagues,
which investigated the decision-making process,
profile of demands and incorporation of new medi-
cines in the Brazilian public health system (Sistema
Unico de Saude - SUS) from January 2012 to June
2016, suggests incremental rationality and the pres-
ence of clinical and economic evidence based on
CONITEC’s decisions.®

Nevertheless, it is still difficult to assess other
aspects regarding the impact of CONITEC over
the Brazilian public health system, as there are still
few studies on the substance of the decisions taken.
Hence, further research is needed in this area in or-
der to investigate other aspects, such as the scientific
rigor, legitimacy, and independence of decisions.

With regard to health care-related litigation,
CONITEC has established direct communication
channels with the judiciary, which can send direct
requests (via email) regarding information on a
certain medication or health technology in order to
subsidize judicial decisions. For instance, between
2014 and July 2017, CONITEC replied to around
1,500 requests emails sent by the judiciary.”

Moreover, there is some evidence that the new
HTA process in Brazil, and thus the availability
of technical decisions to the judiciary and admin-
istrative health authorities at the state level, have
contributed to the decrease in health spending on
health care individual litigation. In the state of Sao
Paulo, for example, between 2013 and 2014 there
was a decrease of around R$5 million (approxi-
mately USs1.5 million), reflecting a 1.5% reduction
in health care spending with individual litigation at
the state level. In relation to requests solved at the

administrative level, that is, requests for medicines
which are presented to local health authorities and
solved at this level without the need to file a lawsuit,
there has been a decrease of about R$150 million
(approximately US$ 46 million) or 40% between
2012 and 2014.5* The number of requests decreased
by 25% between 2014 and 2015 (Graph 1).

Furthermore, at the federal level, although
there has been a substantial increase in health
spending with medicines in the last seven years,
spending on lawsuits decreased by 20% between
2014 and 2015 (Graph 2).5¢ Further investigation
is still needed in order to explain this decrease,
but a possible explanation could be related to the
incorporation by CONITEC of some of the most
requested drugs by individual litigants. For exam-
ple, Trastuzumab for breast cancer, Palivizumabe
for respiratory syncytial virus, Rituximab for rheu-
matoid arthritis, and drugs for treating hepatitis C
(Sofosbuvir, Simeprevir, and Daclastavir) were all
incorporated between 2012 and 2014.%

Individual litigation therefore influenced the
establishment of a more transparent, participatory,
and accountable decision-making process regarding
HTA in Brazil with the creation of CONITEC. This,
in turn, can contribute to the advancement of fairness
in the health system, as health technology assessment
is considered an important tool in this regard. It not
only sets more transparent rules and procedures for
allocating health resources but also promotes fairness
by making drugs available to the population at large
and not only to individual claimants.

New strategies in health care governance:
Collaborative governance and de-judicialization’

Health governance can be defined as “a wide range
of steering and rule-making related functions car-
ried out by governments/decisions makers as they
seek to achieve national health policy objectives
that are conducive to universal health coverage.”*
It is thus an important mechanism in establishing
health policies aimed at increasing efficiency and
fairness in health systems.

The phenomenon of individual litigation has
challenged not only health authorities, but all ac-
tors involved in it, to finding new strategies to deal
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GraAPH 1. Number of administrative requests v. number of judicial claims for medicines in the State of Sdo Paulo between
2010-2015. Source: Based on data collected by T.T. Toma, A.C. Soares, P.S.E Siqueira, R. Domingues, “Strategies to deal with
drug lawsuits in the state of Sao Paulo, Brazil”, Cadernos Ibero-Americanos de Direito Sanitario 6/1 (2017), pp. 35-54.
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GRrAPH 2. Federal health spending with lawsuits between 2010 and 2015. Source: Based on data collected by E S. Vieira,
“Garantia do direito a saude, judicializa¢io e o mito de que os recursos nio sdo escassos: desafios atuais e futuros do Esta-
do Brasileiro” (presentation at the IX CONSAD Congress, Brasilia, Brasil, 8-10 July 16). Available at http://consad.org.br/
wp-content/uploads/2016/06/Painel-45-02.pdf.
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with and overcome this specific policy problem. The
strategies adopted in Brazil to deal with individual
litigation for health care affected, in my opinion,
two elements of health governance: participation
and capacity. According to Greer and colleagues,
participation in health care governance means that
affected parties have access to the decision-making
process. One of the mechanisms to achieve partic-
ipation is joint workforce, which works specifically
in situations where the problem is the participation
of different parts of government in a particular
policy problem. The same authors refer to capacity,
or policy capacity, as the ability to turn a political
idea into a work proposal. Some of the mechanisms
to improve it rely on intelligence on process (by, for
example, understanding legal and budgetary issues
that need to be changed) and specialist advice into
policy formulation and recommendation.” As I will
discuss in this section, the establishment of new
institutional arrangements have improved partic-
ipation and capacity advancing therefore health
care governance in Brazil.

Since 2009, following the public hearing at the
Brazilian Supreme Court, different actors involved
in the phenomenon of health care individual litiga-
tion all over the country started to discuss policy
improvements needed to overcome the problem.
This involved, for example, state courts, local health
authorities, state attorneys’ offices (Procuradorias
do Estado e Municipio), public defenders’ offices
(Defensoria Publica), public prosecutors’ offices
(Ministério Publico) and technical health experts.
In this regard, one of the first initiatives was the
one of the Rio de Janeiro State Tribunal (TJR]). In
February 2009, this state court and the local health
authority signed a cooperation agreement regard-
ing the implementation of an advisory health
committee (Nucleo de Assessoria Técnica—NAT)
to provide technical advice to the state tribunal
in cases concerning the supply of medication and
other medical goods. The committee consists of
permanent civil servants of the state health au-
thority in the field of medicine, nursing, pharmacy;,
nutrition, and management and has a consultative
status. Its main mission is to give advice on medi-

cation and other judicially claimed medical goods.
Accordingly, NAT’s advisors prepare appraisals
considering objective and subjective aspects of law-
suits concerning the provision of medicines, such
as: if the drug claimed is registered with the nation-
al surveillance agency (ANVISA), if it is part of the
national list of essential medicines (RENAME) and
if the drug requested is suitable for the treatment
of the pathology in case, considering the claimant’s
age and the amount requested.

According to Normative Act 5/2012,*® enact-
ed by the Rio de Janeiro State Tribunal (TJR]), all
lawsuits concerning the provision of medicines
or medical goods must be sent to NAT’s advisors,
who should prepare appraisals within 48 hours
after receiving information on a certain lawsuit.
Appraisals are prepared prior to any judicial deci-
sion. However, NAT’s appraisals are not binding on
judges, due to the principle of the independence of
the judiciary.

Despite the non-binding status of NAT’s
technical appraisals, a qualitative study which in-
vestigated, among others, judges’ opinions on the
relevance of NAT’s work, revealed that the idea of
NAT is quite well accepted by magistrates, who feel
more “safe” and “secure” to take decisions having
these technical appraisals.» Nevertheless, due to the
lack of other qualitative or quantitative studies on
this topic, it is not possible to measure yet whether
judges take into account these technical appraisals
when deciding cases. Still, the establishment of NAT
has brought advantages to the judgement of these
lawsuits with regard to technical capacity, celerity
and costs. Before the establishment of NAT, judges
would either decide without a technical appraisal,
relying only on the drug prescription presented,
or would nominate a private technical advisor and
commission an appraisal on the specific medicine
claimed (perito do juizo). In this case, this is not
only more costly, because private advisors charge
for their appraisals, which are paid either by the
parties or the judiciary (state), but it also takes
much more time, insofar the procedure for tech-
nical appraisals established by the Brazilian Civil
Procedural Code is much longer than the 48 hours
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within which NAT should present its appraisals
(see Articles 464 to 480 of Law n. 13.105/2015).%°

The 2010 CNJ Recommendation n. 31, among
other recommendations, called state and federal
tribunals to provide technical aid to judges in order
to assist their decisions on lawsuits regarding the
provision of medicines and/or medical goods by the
establishment of consultative bodies such as NAT.
Accordingly, consultative bodies similar to NAT
have been implemented across the country and, as
of March 2017, 17 other states had established such
bodies: Rio Grande do Sul, Espirito Santo, Mato
Grosso, Mato Grosso do Sul, Pernambuco, Piaui,
Acre, Bahia, Goids, Paraiba, Parand, Santa Catari-
na, Tocantins, Minas Gerais, Pard, Rio Grande do
Norte, and Sao Paulo.®

Although as yet there are no scientific studies
evaluating the impact of these bodies on the phe-
nomenon of judicialization, some health authorities
have reported that they had a positive impact, con-
tributing to a decrease in the number of lawsuits
and health spending concerning the provision of
health care-related items requested by individual
litigants. For example, Rio Grande do Sul, one of
the leading states in terms of number of health law-
suits in Brazil, reported that due to the work of the
advisory health committee, between 2010 and 2017,
there was a 35% decrease in the number of lawsuits,
representing a 17% decrease in health spending.®
Likewise, in the state of Sao Paulo between 2013
and 2014 a 1.5% decrease in health spending with
individual litigation was observed (R$5 million or
approximately USs1.5 million), as previously men-
tioned in this article.

In 2013, NAT’s initiative gained a broader
scope with the creation of a mediation and concil-
iation centre (Camara de Resolugdo de Litigios de
Saide—CRLS) in the state of Rio de Janeiro. De-
voted exclusively to health-related issues, the CRLS
came about due to a partnership between the state
attorney’s office (Procuradoria do Estado do Rio de
Janeiro), the public defender’s and prosecutor’s of-
fices in Rio de Janeiro, and local health authorities.

The CRLS works at a preventive or pre-judi-
cial level, before the filing of a lawsuit, and aims at
preventing litigation. Accordingly, when receiving

medication requests from individuals, the local
health authority either dispenses the item or, if this
is rejected for some reason, the individual is redi-
rected to the CRLS, which will set a first meeting
with its social workers. They proceed to a “screen-
ing” of the case to check documents, including the
prescription, and will send this data to the public
defender and CRLS technical staff (medicine, nurs-
ing, and pharmacy professionals, for example, from
the local health authority). This technical analysis
aims at checking, for example, whether the drug
requested is listed on the official lists, and, if not,
if there is any substitute to the requested item in
the national and local lists. If the item is part of
the official lists, the local health authority simply
issues the necessary documents for the collection
of the medicine. When the medicine is not part of
the lists, the individual is referred to a new medical
visit with his own doctor or with one from a public
facility, so that the doctor can inform whether the
substitute medicine available is suitable for this in-
dividual. With a positive answer in this regard, the
local health authority proceeds with the grant of
the substitute item. In the case of negative feedback
from the doctor, the health authority will assess the
medical justification and decide whether or not to
grant it. However, at any time, the individual or the
public defender can opt to file a lawsuit.

Therefore, the CRLS opened a mediation
channel which can prevent the file of new lawsuits.
Before its creation, there was no structured process
allowing for mediation at the administrative level
or before the file of a lawsuit relating to health
care-related items. Any conciliation would only
take place at the judicial level, according to civil
procedural rules, and would not count on the tech-
nical information provided by CRLS. Flow charts 1
and 2 represent the process flows with and without
the participation of the CRLS.

Due to the lack of scientific studies on the sub-
ject, it is currently not possible to assert whether the
work of the CRLS has actually reduced the filing of
new lawsuits. Indeed, the chamber’s activities have
been in place for only a couple of years. However,
the state attorney’s office in Rio de Janeiro claims
that the establishment of CRLS has been avoiding
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the filing of new lawsuits. According to its data,
between September and December 2013, 70 days
after its establishment, there was a 38% decrease
in the filing of new lawsuits.** This decrease trend
remained constant after one year, when a 37.1% de-
crease was observed.” In terms of expenditure, the
state attorney’s office and the local health authority
estimate that between 2014 and 2015, it represented
an Rs11 million (approximately Us3.4 million) de-
crease in health spending with litigation for health
care-related items. In absolute numbers, they cal-
culate that after three years, the CRLS prevented
filing of around 15,000 lawsuits.®

Similar models of mediation chambers have
been adopted by other local authorities around Bra-
zil, such as Distrito Federal and Bahia. The former
established in February 2013 a conciliation chamber
called Cdmara Permanente Distrital de Mediagdo
em Satide - Camedis. Public authorities from these
states have also released data that indicate positive
results of these initiatives. Accordingly, in relation
to Distrito Federal, it is estimated that around 85%
of the requests submitted to Camedis were settled at
the administrative level, resulting in a 20% decrease
in the number of lawsuits filed between 2013 and
2015.7 In relation to Bahia, local authorities and the
CNTJ have reported that the work of the mediation
and conciliation centre for health issues settled
around 80% of the cases received.*

Along the same lines, the state of Sdo Paulo
has in recent years adopted many initiatives at the
administrative level aimed at avoiding new lawsuits.
Local authorities have reported that due to these
initiatives, the number of lawsuits has dropped
for two consecutive years (2016 and 2017): 2% in
the first year and 16% in the second, reflecting a
decrease of approximately US$63 million in health
spending with medication requested in individual
lawsuits.® During its presentation at the public
hearing in December 2017, the state health author-
ity in Sao Paulo (Secretaria de Estado da Satude do
Governo de Sido Paulo) confirmed this decrease
trend, breaking down data on health spending with
individual litigation by month between 2015 and
20177° Although these data have not yet been sci-
entifically probed, these numbers are in line with

the decrease observed in previous years (2012 to
2015) discussed by the works of Silva and Toma and
colleagues, already mentioned in this article.

Furthermore, in June 2017, the CNJ in coop-
eration with the Ministry of Health launched an
online consultation platform called e-NATJUS,
which gathers technical information on all health
technologies available in the Brazilian public health
system.” This database, with technical notes, sci-
entific analysis, and recommendations issued by
advisory health committees in the country (NATSs)
and CONITEQC, is easily accessible and aims at
subsidizing judges in taking decisions on health
care-related cases.”

Therefore, the establishment of technical
committees and conciliation chambers all over
Brazil aiming at dealing with and overcoming the
problem of individual litigation for health care can
be understood as policy responses which improved
participation and capacity, advancing new forms
of health care governance. These initiatives are
in effect considered intergovernmental networks
characterized by shared values and quality inter-
actions, whose application to the field of health
has the advantage of contributing to efficiency in
the health system due to increased communication
between the actors involved, identification of short-
comings in health demands flow, and the gathering
of data for policy discussion purposes.”

Although more scientific evidence is needed,
there are signs, as demonstrated in this article, that
the new forms of collaborative governance between
state actors in Brazil have the potential to prevent
health care-related litigation. Moreover, concilia-
tion and mediation point toward a new movement
of removing courts from health care decision-mak-
ing and thus creating a path for “de-judicialization”
of health policies.”

Conclusion

The steady growth in the number of right to health
claims in Brazil, which reportedly peaked in 2011
with more than 200,000 claims, led the judiciary to
meet with institutions from other branches of the
government. 7 This growth resulted in the Brazil-
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FLow CHART 1. Processing of health demands for the provision of medication at the administrative level without the part-
icipation of the conciliation chamber (CRLS). Source: Adapted from A. M. de Souza, A atuagdo em rede de instituicoes gov-
ernamentais na resolugdo de conflitos sobre demandas sanitdrias no Rio de Janeiro, Master Dissertation (Rio de Janeiro, RJ:
Fundacédo Getulio Vargas - FGV, 2016), p. 50.
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Flow Chart 2. Processing of health demands for the provision of medication at the administrative level with the participation
of the conciliation chamber (CRLS) Source: Adapted from A. M. de Souza, A atuagdo em rede de instituigcées governamen-
tais na resolugdo de conflitos sobre demandas sanitdrias no Rio de Janeiro, Master Dissertation (Rio de Janeiro, RJ: Fundagao
Getulio Vargas - FGV, 2016), p. 50.
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ian Supreme Court calling a landmark initiative,
the Public Hearing on Health, in 2009. Since that
public hearing, important changes have taken place
at the judiciary level, such as the creation by CNJ of
a working group focusing on health. These changes
also developed at different levels of the executive
branch of the government, affecting the HTA pro-
cess and health care governance in the country.
In this regard, the creation of CONITEC in 2012
is perhaps the highlight, establishing at least in
principle a more transparent, participatory, and ac-
countable HTA decision-making process in Brazil
and having, therefore, the potential to contribute to
the achievement of a more efficient and fair health
system, not only through a more accountable al-
location of health resources, but also through the
availability of drugs to the population at large and
not only to individual claimants.

The dialogical approach of the judiciary in
this context opened the possibility of increased col-
laboration and partnerships between different state
actors, such as state courts, state attorneys’ offices,
public defenders’ offices, prosecutors’ offices, NATs
and the CRLS, with the aim of reducing or better
responding to individual health care litigation.
Altogether, these institutional changes resulted in
new forms of health care governance which are
likely to improve participation and policy capacity
through inter-institutional dialogue and the use of
health professionals’ expertise.

Data available so far is very limited and is pro-
duced by the public institutions which run these
initiatives; therefore it needs to be taken with cau-
tion. Yet states’ reports of a decrease in the number
of lawsuits and spending on litigation in the last
years are not implausible. If these trends are con-
firmed and consolidated, the paradox speculated by
Wang may well become reality: by creating unfair-
ness and inefficiency, individual litigation will have
forced the Brazilian health system to become fairer
and more efficient.”
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