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Abstract: Several countries maintain universal
health coverage, which implies responsibility to
organize delivery formats of healthcare services
and products for citizens. In Brazil, the health sys-
tem has a principle of universal access for more
than 30 years, but many deficiencies remain and
the country observes a day practice for those seek-
ing judicial decisions to determine provision of
healthcare.

Right to Health and the Phenomenon of
Judicialization in a Universal System
Several countries maintain universal health cover-
age, which implies the state’s responsibility to orga-
nize health care for citizens as well as the respective
definitions of the delivery formats for these services
and products. The financing of these systems must be
planned for sustainability from their sources of funds.!
In Brazil, the Unified Health System (SUS) was cre-
ated by the 1988 constitution, with the principles of
universal and equal access, and SUS benefits place
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it as a huge social evolution for Brazilians, given its
essential characteristic of inclusive public policy.?

In view of the principles and guidelines defined by
the constitutional order through which the determina-
tion to promote social advancement is demonstrated,
in terms of universal public policy, the Brazilian system
has deficiencies, including gaps in organization and
governance, regional and social inequalities and sub-
optimal resource allocation.? However, more than 30
years later, many deficiencies and challenges in health
care remain contrary to the rights established in the
1988 federal constitution. This significant increase in
judicialization became known as the phenomenon of
the judicialization of health.* This phenomenon con-
sists of the daily practice of seeking, individually or
collectively, judicial decisions that determine the pro-
vision of health treatment in some way not ensured by
public services.?

The lawsuits over health care access express legiti-
mate claims of the people and their doctors to enforce
citizenship rights enshrined in national and interna-
tional standards. From the physicians’ perspectives,
critics report that state regulatory systems may pro-
duce corrosion of the medical-professional author-
ity and its autonomy.® Thus, health disputes allow to
maintain authority over the treatment of particular
conditions, reinforcing the scientific basis of medicine,
improving the quality of care provided and restoring
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public confidence in the doctor. Another argument
in litigations in Brazil discusses the use of evidence-
based medicine strategies used in public regulatory
systems to link clinical decision-making to fiscal
imperatives, decreasing physician autonomy and real-
locating power to health system managers.

Such litigation, even if legitimate and aimed at
seeking to meet health needs from the perspective of
the people, imposes on health system managers the
responsibility for the effective fulfillment of issued
judicial orders. Often, the resulting judicial conflict,
sometimes of an individual nature, may end up allo-
cating public resources disproportionately in certain
situations, contrary to the principle of equality.” Data
presented in a research report released by the National
Council of Justice of Brazil (CNJ) show that in seven
years, there was an increase of approximately 13 times
in the expenses of the Ministry of Health with legal
claims, reaching (BRL1.6 billion) USD 711 million in
2016, using the purchasing power parity (PPP) conver-
sion factor from the World Bank.8

However, there are studies that have registered
social increases resulting from the exercise of health
litigation against the health system. As an example,
the advent of legislation that structured a program
with attention to treatments for sexually transmit-
ted infections (STIs) and acquired immunodeficiency
syndrome (AIDS). The performance of the judiciary
on issues that affected the executive induced the Bra-
zilian legislative power to produce standards to ensure
that the medicines and treatments provided by SUS
included high-cost products. This situation led to
an expansion of the exercise of citizenship, although
restricted to organized groups in society.?

The growing volume of litigation cases involving
the health system has resulted in proactivity by the
higher levels of the judiciary to implement solutions
to promote the direction of judicial provision that
tends to alleviate the possible distortions caused by
the judicialization of health. In this context, the CNJ
has supported the production of a parallel system to
produce information. The aim is to contribute to judi-
cial decisions based on scientific evidence, despite the
already organized efforts of the national health ser-
vices, such as the Brazilian health regulatory agency
for medicines and other health technologies (Anvisa);
the National Commission for the Incorporation of
Technologies (Conitec) in Brazilian health services;
and the Brazilian regulatory agency for private health
insurance market (ANS).

A study published in 2016 by the CNJ recorded in
its final considerations the influence of the judiciary
on public policies. Such judicial interventions can
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have positive or negative results, and their activities
decisively influence public policies from the point of
view of the budget, management, and risks to citi-
zens’ health, among other elements. This interference
led the CNJ to define three areas of concentration of
efforts, called “challenges,” envisaged in qualifying the
exercise of jurisdiction provision regarding access to
public health: 1) Challenges in conceiving the right to
health; 2) Institutional challenges; and 3) Challenges
of everyday decision-making.!

In line with the CNJ and aiming to improve the
jurisdictional provision about judicial requests for
medicines not incorporated by the union, the Superior
Court of Justice (STJ), the federal appeals court, issued
a decision to regulate this significant portion of the
lawsuits on health. The appeals court determined that
magistrates, when receiving judicial requests for med-
icines not incorporated in the national health services,
must analyze the adequacy requirements expressed in
the judgment of the Special Representative Dispute
Appeal (n.1,657,156) of the Federal Regional Court of
Rio de Janeiro, whose decision is reflected in the so-
called Theme 106 STJ, which are:

I. Evidence, by means of a reasoned and detailed
medical report issued by a physician who assists
the patient, of the indispensability or necessity
of the medication, as well as the ineffectiveness,
for the treatment of the disease, of the medicines
provided by SUS;

II. Financial inability to afford to pay the cost of the
prescribed medication;

III. Anvisa approval of the medicine for marketing in
Brazil."

The strategy to clarify magistrates about the health
evidence and the functional organization of the health
services usually occurs through courses and seminars.
Thus, academic detailing emerges as an element for
promoting information aimed at greater harmony
between the powers of the republic through the search
for better-informed decisions in health litigation.

Academic Detailing

Academic detailing is a teaching method that com-
bines interactive industry outreach with noncommer-
cial, evidence-based information from academia, and
it may be carried out by a university or nonprofit insti-
tution. The team has no conflicts of interest or finan-
cial relationships with the industry and aims to bridge
the gap between the best available science and the
prescription in practice.’2 This instrument is a strategy
used in several countries, with the aim of achieving a
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more qualified use of the health technologies avail-
able, promoting knowledge to the health professionals
involved. Some countries that have used this strategy
include Australia, with the “National Prescribing Ser-
vice”; the United States, with the initiative of Harvard
University’s “National Resource Center for Academic
Detailing” in partnership with the “Aloosa Founda-

Methods

This is an academic detailing intervention combined
with an exploratory study describing the magistrates’
perceptions of the health authority of prescribers and
Anvisa and Conitec. We measure a score of satisfac-
tion with the activities as a response variable of the
intervention to reflect the perception of effectiveness

The strategy to clarify magistrates about the health evidence and the
functional organization of the health services usually occurs through courses
and seminars. Thus, academic detailing emerges as an element for promoting
information aimed at greater harmony between the powers of the republic
through the search for better-informed decisions in health litigation.

tion”; Canada by “The Canadian Academic Detail-
ing Collaboration, Cross-province: British Columbia
(BC), Alberta, Saskatchewan, Manitoba, Nova Scotia,
Canada”; and Brazil with CCATES “SUS Collaborat-
ing Centre for Technology Assessment and Excellence
in Health.3

Academic detailing presents itself as an educational
activity that takes place through face-to-face interac-
tion between two professionals. Active methodologies
are used to promote behavioral change, through direct
interaction with an objective supply of information, in
a service-based approach, instead of a focus on sales,
using the clinical situations experienced in the daily
lives of professionals.™*

Studies indicate that visits to academic details are
very positive in bringing knowledge and key mes-
sages. The results from its application can also lead
to resource savings.” Its effectiveness as a method of
intervention in the exercise of professional activities
provided positive results with regard to the position-
ing adopted by the professionals visited.’® The use of
this strategy could contribute to health litigation to
harmonize knowledge about health decision-making.

Thus, this work sought to evaluate the use of the
visit strategy for academic detailing aimed at federal
magistrates disseminating concepts adopted in public
policies, evidence-based medicine and health tech-
nology assessment to identify and map messages and
issues that could meet the knowledge needs of federal
magistrates in the health litigation area and describe
their perception of the authority of the prescribers in
the context of the regulation carried out by Anvisa and
Conitec in Brazil.

and acceptability of the academic detailing. The inter-
vention methodology for this study was based on the
Methodological Guideline for Academic Detailing.!”

The academic detailing for magistrates began with a
search and review of publications on the phenomenon
of “judicialization of health” and academic detailing
practices. Based on our review, we developed a specific
academic detailing project for federal magistrates who
deal with judicial health demands. The steps taken in
conducting the study were as follows:

e Workshop to define key messages;

« Identification of the target population and
the definition of a sample of magistrates to be
visited;

+ Elaboration of visit support materials;

* Training of the “detailers”;

* Visit of the magistrates by “detailers” and a case
study survey;

« Satisfaction survey with magistrates and
“detailers”;

e Summary of results and assessment.

Definition of Key Messages for the Support Materials

To define the key messages for academic detailing
with federal magistrates, we planned a workshop
using didactic methods, such as small group discus-
sion and problematization, through case studies
about medicines lawsuits. We invited professionals
with experience in health litigation to participate in
the workshop, such as judges and lawyers, research-
ers and public health services managers. Finally, we
proposed to the participants to assign a score from 1
to 10 for the key messages formulated in each of the
small groups to establish the priority messages to be
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used in the materials and content used in the visits.
A team specializing in graphic design was responsible
for formatting the materials.

Population and Sample

To define the population of judges to be visited, we col-
lected information on the federal magistrates of Brazil
by searching websites and official documents and by
telephone contact with each of the Regional Federal
Courts (TRF). We identified 1,631 judges and con-
firmed them by the respective courts. However, after
direct contact with the CNJ and TRF, we observed
that only a small number of federal judges received
ordinary health demands. From this scenario, we
sought to identify the magistrates to be visited.

We defined a sample of magistrates, at the end by
convenience, but looking for a balanced distribution
among the municipalities and regions among all the
TRFs in Brazil. Initially, we selected magistrates by
randomization, among those referenced by the respec-
tive TRFs with expertise in health disputes. In cases
where there was no interest and/or availability on the
part of the magistrate, we selected another, prefer-
ably in the same region, as long as he agreed to receive
the visit. As we contacted the magistrates, we chose
to adjust the sample using a “snowball” strategy. We
invited each magistrate to suggest others who could
contribute to the research.’

Procedures

After preparing the support materials and defining the
sample, we trained the “detailers.” These were univer-
sity-level professionals, most of whom were pharma-
cists with experience in health technology assessment.
The training had a workload of 8 hours and consisted
of exhibitions and debates about the key messages to
the magistrates. We provided standardized instruc-
tions about how to fill out the form with information
about the visit, as well as guidance on how “detail-
ers” should approach and behave. The training also
included a practical activity simulating a visit to one
of the three magistrates who participated in the orga-
nization of the research. After this activity, we gave
feedback to the prospective “detailers,” aiming that the
whole team would adopt the same procedures.

We carried out visits with the presentation of the
three bulletins and boards containing the flow and
algorithm from registration to the incorporation of
technologies in SUS. At the end of the visit, we pre-
sented a case study on decision-making scenarios in
view of the evidence and resolutions of health authori-
ties about a hypothetical drug demanded in court.
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With the advent of the COVID-19 pandemic, mag-
istrates began to exercise their functions remotely.
For this reason, we adapted the planning for virtual
visits through videoconferences, carried out with the
“Google Meets” application. To make them feasible,
we also adapted the material to a virtual format, keep-
ing the same images and layout for the forms and case
studies presented and answered.

Instruments and Data Treatment

The case study sought to understand the opinion of
the magistrates in four decision-making scenarios
based on problem situations. In all scenarios, we cre-
ated a narrative in which the patient presented the
court with a prescription for a medication with an
urgent decision request, namely:

* In the first scenario, the authority of Anvisa in
the prior approval of what can be prescribed in
the country;

* In the second scenario, the medical prescriber’s
authority to define off-label use of a product
already registered by Anvisa in the country;

¢ In the third scenario, the health authority of
Conitec to define what can be prescribed with
public funding, considering that the product has
not yet been assessed;

¢ In the fourth scenario, the health authority of
Conitec to define what can be prescribed to citi-
zens with public funding, considering that the
product had a final decision, denying incorpora-
tion into the health system.

In addition to the case study, we invited the magistrate
to respond to an electronic form containing a satisfac-
tion survey with the academic detailing. In addition,
the “detailers” completed a survey about their percep-
tion of the visit. Finally, we anonymized records and
organized the quantitative and qualitative data in fre-
quency distribution charts and graphs using Microsoft
Excel 2010. To carry out the analysis, we grouped the
different responses and observations according to
the categories and concepts identified in each ques-
tion. The study is centered on the limits of obtaining
information from the interviewees, the data collection
forms and the researcher’s observations. We sought,
in the fieldwork, the cooperation of the interviewees.
Thus, we pursued knowledge construction within a
field that has been little explored by academia but that
has social and economic relevance. This study was
approved by the Research Ethics Committee of the
Federal University of Minas Gerais (No. 3,742,680).
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Table |

Key messages addressed by bulletins.

BULLETIN 1|

BULLETIN 2

BULLETIN 3

* Explain medicine approval in Brazil —
the role of Anvisa;

* Explain why certain medicines are not
approved in the country;

* Explain how the efficacy and safety of a
medicine are assessed;

* Explain supply of medicines not yet
approved in Brazil;

* Explain what off-label use is and
whether it is prohibited;

* Explain how medicines are priced in
the country — the role of CMED
Authority;

* Explain what the FDA and EMA are
— relevance of medicine approval in
other countries.

* Explain evidence-based medicine and
what scientific evidence means;

* Explain how the process of
incorporating technologies to SUS is
carried out — the role of Conitec;

* Explain why Conitec does not
recommend the incorporation of a
certain medication;

* Explain where to obtain Conitec’s
decisions;

* Explain the Clinical Protocol and
Therapeutic Guidelines of the Ministry
of Health, the process of elaboration
and updating;

* Explain the criteria for Conitec’s
decisions;

* Explain what RENAME (National List
of Essential Medicines ) is and what its
usefulness is;

* Explain what to do when there is no
Clinical Protocol and Therapeutic
Guidelines;

* Explain the relevance to the judicial
decision over the incorporation of

 Discuss individuality versus collectivity

in judicial decisions — the budgetary
impact of the decision;

Discuss individuality versus collectivity
in judicial decisions — the impact of
similar successive decisions;

Explain economic evaluation, its
relevance and how to interpret the
phrase “the drug is not cost-effective.”

technologies in countries with a
universal health system.

Results

Design

We conducted the workshop with the distribution
of participants (n = 31) in small working groups and
plenary discussions. The participants in the work-
shop had direct or indirect engagement in health liti-
gation in Brazil and included professionals from the
judiciary, federal lawyers, state lawyers, philanthropy
and private health lawyers, public prosecutors, public
defenders, health system managers (state and federal),
regulatory agency personnel and academics.

The workshop functioned in a similar way to a focus
group, allowing us to observe the interactions between
the participants, expression of opinion with the expres-
sion of different ideas, small working groups and ple-
nary sessions. Through the 5 case studies produced
to guide the work, we divided the participants into
small groups to propose key messages to be used in
academic detailing. Finally, we invited all participants
to assign scores from one to ten on the key messages
proposed in the groups to establish priority. Next, we
extracted 25 messages for the magistrates.

After the workshop, we used the main key messages
defined for the preparation of three bulletins as sup-
port material for “detailers” (Table 1). Based on these
messages, health professionals, such as pharmacists,
doctors and dentists, as well as lawyers and magis-
trates, contributed to the preparation of the final texts
of the bulletins distributed.

We developed two boards as reference materials.
One of them contained a flowchart and algorithm for
judicial requests for medicines, and the other con-
tained the flow of registration and incorporation of
technologies in the SUS. We prepared a case study
delivered at the end of the visit to learn about the
magistrates’ perceptions about the health authority of
prescribers Anvisa and Conitec.

Academic Detailing Visits

From October 2019 to November 2020, we made 61
visits to federal judges, 44 of which were in person
and 17 virtual, through videoconferences. Of the mag-
istrates visited, 64% were men and 36% women. We
observed an average age of 45 years, ranging from 29

HEALTH JUSTICE: ENGAGING CRITICAL PERSPECTIVES IN HEALTH LAW AND POLICY ® WINTER 2022 811
The Journal of Law, Medicine & Ethics, 50 (2022): 807-817. © 2023 The Author(s)

https://doi.org/10.1017/jme.2023.22 Published online by Cambridge University Press


https://doi.org/10.1017/jme.2023.22

INDEPENDENT

Table 2

General perceptions of magistrates about academic detailing activities.

Questions Magistrates’ responses
Did the visit add any knowledge about evidence-based medicine Yes No
concepts and health policies adopted in Brazil? 81% 19%
Was there anything you did not like about the visit? Yes No
3% 97%
Could this activity be improved? Yes No
54% 43%
At what intensity was the academic detailing effective in Much more More Equally Less effective and
deepening knowledge compared to participation in events, effective effective effective Much less effective
such as conferences? 8% 22% 62% 8%

to 60 years, and for the length of service, we observed
14 years of magistracy, varying from 2 to 26 years.
The average wait time for assistance from the
time scheduled for face-to-face visits was 9 minutes,
and the average visit duration was 50 minutes. After
adapting the visits to the virtual format, the average
wait time was 3 minutes, with visits lasting an aver-
age of 37 minutes. The magistrates visited were in 16
states: AL, AM, BA, CE, DF, ES, MA, MG, PA, PE, PR,
RJ, RN, RO, RS, SP. We cover all five TRFs, with visits
to at least one state from each regional federal court.

Case Study

After each visit, we made contact by telephone and
email with judges, requesting responses to the case
study and satisfaction survey. We received 70.5% (4:3)
responses regarding the case study. In the first scenario
— judicial demand for a prescription medicine, without
prior marketing approval of Anvisa — we sought the
perception of the agency’s authority for prior approval
of what can be prescribed in the country. Considering
the responses to the statements, there was a certain
recognition of the national regulatory agency’s author-
ity. In view of the medical prescription presented to the
court, 72% fully agree — “One must know the reasons
and justifications that led to the nonapproval” before
a decision.

However, we observed a tendency for magistrates
to make this authority more flexible in light of specific
cases. They expressed it in full disagreement or partial
agreement, even when “without approval of Anvisa...”
there could be a prescription and supply of the drug
with public funding for 65% of the magistrates (“par-
tially agree” and “fully disagree” with the request), and
for that purpose there should be at least justifications
from the prescriber. In the same vein, 62% stated that

812

if there is authorization by foreign agencies (FDA —
Food and Drug Administration, United States and
EMA — European Medicines Agency, Europe) approv-
ing the drug in other countries, it would be feasible to
grant an injunction authorizing the prescription of the
drug with public funding.

In the second scenario, we informed the magistrate
that the aforementioned medication demanded in the
medical report did not fit the indications in the pack-
age authorized by Anvisa, configuring off label use.
We sought here the magistrates’ perception of the
prescriber’s authority to define clinical indications,
in addition to those approved by the health regula-
tory agency. In view of the statements, we observed
a tendency of magistrates to consider the prescriber’s
authority to define off-label use. In view of the state-
ment “the off-label use shows that there is no basis for
the use of the medication”, it was observed that 89% of
the magistrates disagree or partially agree (70% par-
tially agree and 19% disagree completely). This per-
ception was confirmed by the responses to the state-
ment “If the off-label use is substantiated and justified
by the doctor, I must consider it”, in which 76% of
magistrates agree with the prescriber’s authority (16%
fully agree and 60% partially agree).

In the third scenario, we informed the magistrate
that the medicine demanded in the medical prescrip-
tion had not been evaluated by Conitec. We sought
the magistrates’ perception of Conitec’s authority in
defining, in advance, which medicines can be financed
with public resources. In view of the three statements,
we observed the relevance of having scientific evi-
dence to support the prescription when the product
has not been previously approved to be financed by
public funds. The statements “I must understand why
this medicine was not evaluated by Conitec” and “In
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the absence of evaluation by Conitec, I must request
an opinion on the evidence” presented full or partial
agreement of 88% and 82%, respectively.

In turn, in the fourth scenario, we informed the mag-
istrate that the aforementioned medication demanded
in the medical prescription was evaluated by Conitec
but had a negative recommendation for its incorpora-
tion into the health system. In this case, we sought the
magistrates’ perception of Conitec’s authority to define
incorporation boundaries based on the effectiveness
or cost-effectiveness of medicines financed with pub-
lic resources. However, for 60% of magistrates, when
assessing the reliability of technology incorporation,
they only partially agreed or even disagreed that “the
incorporation assessment carried out by Conitec is
reliable and covers all the criteria necessary to evalu-
ate medicines” (58% partially agree and 2% strongly
disagree.) The perception was reinforced by 84% of
magistrates’ full agreement responses that “I need to
understand why the doctor prescribed a drug with a
negative recommendation from Conitec”.

Satisfaction Survey

We received 60.7% (37) responses regarding the sat-
isfaction survey (Table 2). The responses presented in
the satisfaction survey, with the judges’ perception of
academic detailing, suggest the use of this information
dissemination strategy is effective and acceptable. We
highlighted that the items: “The content of the visits
was relevant,” “The bibliography used in the material
is reliable,” and “The material distributed will be use-
ful for my professional practice” had good evaluations
in the satisfaction survey. Considering the maximum
possible score in this section of the satisfaction survey,
the academic detailing intervention achieved an aver-
age score of 66% (54% to 76%, with a standard devia-
tion of 7%) of the possible points.

When the magistrates answered whether the visit
had added some knowledge about evidence-based
medicine concepts and health policies adopted in Bra-
zil, 81% responded favorably. However, 54% reported
that improvements could further improve this type of
action. When asked “at what intensity the academic
details made by the visits were effective in deepening
knowledge compared to participation in events such
as congresses,” 92% considered the academic detail-
ing were equal or more effective, and for 30% of the
magistrates the action may be more effective.

The magistrates visited emphasized the relevance of
the content presented in their professional practice. As
these magistrates used to judge health demands, they
already had some knowledge related to health con-
cepts but agreed that it would be important informa-

tion for magistrates with less experience in this legal
field. Despite that, most magistrates reported that the
visit increased their understanding of the concepts of
evidence-based medicine and health policies adopted
in Brazil. Questions about Anvisa and Conitec’s per-
formance and competences, in addition to the flow of
drug approval and incorporation in SUS, were indi-
cated as the main knowledge improved as a result of
the academic detailing activity

We observed from the point of view of the “detailers”
a very receptive environment in most meetings (89%),
while 7% classified it as “receptive,” 3% “neutral” and
only one visit was considered “not very receptive” (2%).
Detailers also noticed a great deal of interest from the
magistrates, with the restriction of available time indi-
cated as the main limiter for the presentation of all the
planned content.

The “detailers” did not report any differences in the
receptivity of the magistrates visited, considering the
face-to-face meetings and those that took place virtu-
ally. The use of virtual communication strategies dur-
ing the pandemic made it possible to perceive the feasi-
bility of developing this type of strategy with potential
savings and speed, ensuring quality despite techni-
cal limitations. Face-to-face visits make it possible to
establish interaction and communication with greater
clarity when compared to the remote process due to
the perception of complete body language.

Discussion
The work presented here with academic detailing
seems to be unprecedented, since in our bibliographic
review, no published specific studies focusing on this
strategy with magistrates and health litigation, or
even any academic detailing actions aimed at magis-
trates, were found. The studies found for both themes
are heterogeneous in terms of study designs, popula-
tions studied, target actions and formats for imple-
menting strategies. In general, academic detailing is
one of the approaches that can produce good results,
especially when performed as part of a multifaceted
intervention.™

Some studies support the practice by using aca-
demic detailing to disseminate evidence and as an
educational strategy to qualify health professionals.
It is also one of the preferred strategies of the phar-
maceutical industry to promote key messages about
their products to physicians.2° There is evidence of
the effectiveness of academic detailing as a qualified
strategy to modify the behavior of health profession-
als. This situation led to research questions about the
possibilities of using these techniques in the context
of health disputes. In this sense, this study sought to
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present the results and consolidate them to under-
stand the potential feasibility of using this knowledge
dissemination strategy among judiciary operators.

One of'the challenges of developing academic detail-
ing that we faced was the definition of what content
related to evidence-based medicine and the complex
organization of health and medication policies would
be the object of formulating key messages. To solve this
problem, we designed a workshop with magistrates,
lawyers, researchers and public health managers.
This workshop allowed us to observe the interactions
between the participants and their opinions about the
case studies. Finally, the key messages to magistrates
that we developed in the workshop received a positive
evaluation in the satisfaction survey.

Regarding the participating federal magistrates,
although our choice was made by convenience sam-
pling, it was possible to obtain the participation of
judges distributed in different municipalities in all five
regions of the federal courts. An inherent limitation in
the use of the “snowball” mechanism is the fact that
the research subjects have, potentially, homogeneous
profiles. At least with regard to gender and age, this
does not seem to have compromised the results. The
participating magistrates, with respect to gender, were
64% men and 36% women and had an average age of
45 years (ranging from 29 to 60 years). In the end, the
sample reflects the results of the national sociodemo-
graphic survey carried out by the CNJ, which indicates
32% of women magistrates in the Federal Court and
38% of the magistrates in general. Likewise, the afore-
mentioned report points out that the average age of
a Brazilian magistrate is 47 years old, with a median
of 46 years old, and in the Federal Court, 49% are
between 35 and 45 years old.”

Another challenge of the study was to adapt visits to
the virtual format through videoconferences. For this
type of visit, the average wait time was much shorter
compared to face-to-face visits, an average of three
minutes versus 37 minutes. Although the visitors did
not perceive great differences in the receptivity of the
magistrates, the face-to-face visit allows the interlocu-
tors to have a more comprehensive interaction, mainly
in the aspects of nonverbal communication, such as in
the complete body language. In the study by Smart et
al.22 on the viability and acceptability of virtual aca-
demic detailing, the results slightly favored face-to-
face visits and suggest that virtual detailing visits need
to incorporate strategies that minimize any technical
difficulties.

Regarding the perspectives that we gathered from
the magistrates in the decision-making scenarios of
the case study, they seem to recognize the author-
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ity of the national regulatory agency. The results go
in the same direction as several court decisions that
discussed the supply of medicines not registered
with Anvisa and, therefore, not incorporated into the
health system. The granting of drugs without registra-
tion with the regulatory agency seems to be an excep-
tion as objects of lawsuits; however, these decisions
embrace the principle of the prescriber’s authority and
supremacy in defining the treatment to be financed by
SUS, as long as it is minimally based on evidence. This
decision-making perspective is also manifested when
the demanded product, still without registration in
the country, is already authorized by foreign regula-
tory agencies.??

In the same sense, we perceived the prescriber’s
authority in situations that refer to “off label” use. The
responses collected point out that even when Anvisa
grants registration and establishes an indicated use
for the medicines, according to demand and the stud-
ies presented by the manufacturer, the magistrate
tends to consider the opinion of the prescriber. Most
magistrates disagree that the use “off label” indicates
a lack of evidence for the use of the drug, as long as
justified by the prescriber. Although controversial,
Conitec itself published in a respected international
scientific journal in 2012 that the use of the term “off
label” should be applied only for unrestricted and
unsafe use when there is no scientific evidence. “When
the absence of registration is due to market reasons,
the incorporation or prescription may be made, pro-
vided that it is scientifically based.”>*

For those who advocate greater autonomy for the
physician, regulatory activities by the state could poten-
tially undermine the authority and erode the auton-
omy of these professionals. Regarding the changes in
the dynamics of power among health actors, Senier
and collaborators discussed the strategic defense of the
doctor’s autonomy in the face of health regulation by
public health agencies. In this study, public agencies
would work to disseminate clinical guidelines and rec-
ommendations to physicians to compensate for com-
mercial practices based on marketing and incentives
from certain companies. Therefore, state regulations
should act synergistically with doctors.2*

We observed that magistrates tend to make deci-
sions in the sense of preserving medical authority,
when in opposition to the regulatory activity of the
State. Regarding physician performance, the study
by Senier et al. also revealed that in the absence of
authority capable of compelling the prescriber to fol-
low evidence-based recommendations, “they some-
how improvised ways of voluntarily promoting some
compliance, for example, emphasizing the physician’s
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role as guardian, thus affirming the importance of the
physician’s autonomy and his clinical judgment”. In
Brazil, the CNJ recommended to the courts the cre-
ation of a voluntary compliance system to support
judicial decisions, known as Judicial Branch Techni-
cal Support Centers — NATJUS, similar to Senier et
al. for analyzing and producing health evidence as the
base of the decisions of the magistrates.2¢

In the study “Medical compliance as an ideology,”
Trostle reports that the popularity of compliance sys-
tems could be better understood if analyzed as an “ide-
ology,” that is, “a system of shared beliefs to legitimate
behavioral values and norms.” In this sense, different
groups adopt ideologies because they help to “trans-

Physicians who are well informed about recommen-
dations based on the best evidence are less subject to
the influence of corporate marketing.2?

Nevertheless, the results of the case study show that
the magistrates seem to recognize the authority of
Conitec but only partially agree or even disagree with
the criteria adopted in the decisions. The magistrates
also highlighted the need to understand the reasons
for prescribing the drug, especially when it has been
previously evaluated with a negative recommendation
by Conitec. The perspectives adopted by the magis-
trates seem to align with the national effort of the CNJ
to prepare and disseminate statements that contrib-
ute to more qualified judicial decisions through multi-

professional health committees in all

We observed that magistrates tend to

make decisions in the sense of preserving
medical authority, when in opposition to the

regulatory activity of the State.

states of Brazil.2° The problem of access
to medicines without favorable recom-
mendations by agencies for incorporat-
ing health technologies is not unique to
Brazil. Groth and Hodin report that some
patients in Europe are unable to access
the medicines they need due to delays in

form power and potential influence into authority and
legitimate control”. According to Trostle, this is a prob-
lematic concept when observing its assumptions and
its influences in clinical practice. Hence, it is observed
that medical societies create their own systems of
evidence, and companies seek to finance studies and
activities to influence these systems. Public regula-
tory authorities in different countries have also cre-
ated compliance systems, such as Nice (The National
Institute for Health and Care Excellence) in England,
Cadth (Canadian Agency for Drugs and Technologies
in Health) in Canada, and Conitec in Brazil. In our
study of academic details, we observed that the Brazil-
ian judiciary itself seems to adopt the idea of compli-
ance for the same reasons indicated by Trostle.2”

Nevertheless, unlike criticisms of loss of autonomy,
the study reports that state agencies sought a variety
of strategies to promote scientific evidence, but at the
same time, preserving the doctor’s role was a critically
important element. Senier and collaborators con-
cluded, “although this structure of compensatory pow-
ers has conventionally emphasized the state’s power to
limit professional autonomy, we see that these proj-
ects affirm the clinical judgment of doctors.28

In a context of limitations imposed by the court of
authority to compel physicians to adhere to evidence-
based protocols, public agencies need to use dis-
semination and persuasion strategies aimed at these
professionals, with a view of voluntary adherence.

incorporation into the health systems of
the respective countries after approval by
the EMA. They also report delays, on average, of 400
days after approval by the European health authority
and may even extend for years.3!

There is a certain international consensus on the
importance of adopting public policies that establish
an adequate and efficient regulatory environment
involving the development of new drugs to the scien-
tific and recommendable limits for the prescription
and use of these health technologies. In this sense,
the accessibility and financing of new drugs represent
challenges worldwide, as there is a search for equita-
ble and comprehensive health care at the same time
that the global economic crisis imposes restrictions on
public budgets. Nevertheless, it is necessary to address
the aging of the population and the resulting increase
in the prevalence of chronic and degenerative dis-
eases. The environment is aggravated by the continu-
ous introduction of new drugs at astronomical prices,
without sometimes enough evidence for incorporating
these products.32

It constitutes an additional challenge for policy
makers in this area to optimize the entry of new drugs
and at the same time ensure the financial sustainabil-
ity of health systems and encourage the development
of new treatments to address areas of unmet clinical
need. This is an international problem, and the value
of new technologies has contributed strongly to inflat-
ing costs in the health sector, increasing the copay-
ments of families and health systems.?3
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Thus, it is important that magistrates understand
public health policies, especially in the context of
universal health systems based on the principles of
socialized medicine. In these systems, it is necessary
to make day-to-day decisions in the context of the
various restrictions on economic resources, some-
times prioritizing collectivity over the individual. The
magistrates responded to the satisfaction survey that
the visits had added knowledge about concepts of
evidence-based medicine and health policies adopted
in Brazil, with 81% responding favorably. For the vast
majority (92%), this type of strategy can be as or more
effective in bringing knowledge than participating in
events such as congresses.

In the satisfaction survey, the magistrates’ percep-
tions of the academic detailing indicated that the use
of this educational strategy was acceptable, highlight-
ing the importance of the content and reliability of the
support material to contribute to the decision-making
of these professionals. Considering the maximum pos-
sible score in this section of the satisfaction survey on
detailing, the intervention achieved an average of 66%
(54% to 76%, with a standard deviation of 7%). In
previous studies of academic detailing for physicians
focusing on SUS clinical protocols for Alzheimer’s dis-
ease, an average of 79% satisfaction was obtained (67%
to 98%, standard deviation of 10%). In another study
carried out with physicians specializing in rheumatol-
ogy focusing on SUS clinical protocols for rheumatoid
arthritis, an average of 57% (36% to 76%, standard
deviation 15%) was obtained. All studies cited used
the same final instrument for assessing satisfaction.
The average value of 66%, obtained from the magis-
trates, suggests a good acceptability of the detailing
strategy for these professionals when compared to
previous studies, although the studies worked with
different messages and scopes.?*

We have not found academic detailing studies for
magistrates. Physicians and other prescribers have
experience dealing with academic detailing, as it is
one of the preferred strategies of the pharmaceutical
industry for disseminating information about their
new drugs; obviously, the same is not true of magis-
trates. More frequent use of academic detailing strate-
gies for these professionals could bring improvements
to the methods, contributing to better results, includ-
ing eventually disseminating and dialoguing “in per-
son” statements and decisions of higher courts and
other areas of knowledge such as health.

In Brazil, we had an increase of approximately
thirteen times in federal spending on health lawsuits
between 2008 and 2017, without adding municipali-
ties and states frequently demanded in court.?s The
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health issues, financial volume and number of people
involved in litigations suggest the importance of strat-
egies that can contribute to more informed decisions.
Harmonizing concepts adopted seems to be favorable
both on the judicial side and for the prescribers and
managers of the health system. In this sense, educa-
tional actions, such as visits to academic detailing,
have economic potential and can promote dialogue
between actors and the dissemination of information
about evidence-based medicine and health policies.
Studies with economic evaluations are desirable for
understanding the costs and effectiveness of this type
of action in relation to the adoption of other strategies
to increase knowledge and promote dialogue between
those involved in decisions.

Conclusion

Academic detailing has shown potential as an instru-
ment for harmonization and qualification between
judicial system and public health services. The results
obtained with this study allowed us to perceive positive
indications regarding the effectiveness and acceptabil-
ity of this strategy. It is a strategy aimed at the spread
of knowledge in the midst of a specific professional
universe with the unique and exclusive features of fed-
eral judges. The magistrates emphasized the relevance
of the content and agreed with the effectiveness of this
strategy to deepen knowledge. Most reported that the
visits increased their understanding of the concepts of
evidence-based medicine and health policies adopted
in Brazil. Consequently, the potential of this strategy
presents itself as an element of opportunity for the
production of informed decisions in relation to the
technical criteria that involve the sanitary regulation
exercised by the state.

One of the unique features of academic detailing
is the dialogue that always takes place during visits.
This allows the exchange of knowledge, mainly lis-
tening directly to the professionals, in our study, the
magistrates. Returning this information to political
formulators and public managers is important for the
improvement of their actions in the field of health ser-
vices. When listening to magistrates, we observed that
they tend to make decisions in the sense of preserving
medical authority and providing medicines with pub-
lic funds, even when in opposition to the regulatory
activity of the state. Thus, as evidence-based medi-
cine has become an ideology, the judiciary has imple-
mented a way of voluntarily promoting some com-
pliance. In this way, these professionals try to avoid
criticism as they try to adhere to using scientific health
evidence in their decisions in an area considered, in
the past, exclusive to health professionals.
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