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The quality of research on judicialization and its influence
on public policies on access to medicines in Brazil: 
a systematic review 

A qualidade das pesquisas sobre judicialização e sua influência 
nas políticas públicas de acesso aos medicamentos no Brasil: 
uma revisão sistemática 

Resumo  Pacientes sem acesso a medicamen-
tos geralmente recorrem ao sistema judicial. No 
entanto, nenhuma revisão sistemática discutiu 
a qualidade dos estudos e os fatores que podem 
influenciar o acesso aos medicamentos pela ju-
dicialização. Este estudo teve como objetivo ca-
racterizar a qualidade da pesquisa sobre acesso a 
medicamentos judicializados e sua influência nas 
políticas públicas no Brasil. Foi realizada uma 
pesquisa nas bases de dados LILACS, PubMed/
Medline, Scopus e Web of Science usando os ter-
mos “judicialization” e “medication”. Dois reviso-
res identificaram artigos que atendiam aos crité-
rios de inclusão. Apenas estudos escritos em inglês, 
português ou espanhol publicados de 1990 a 2018 
foram incluídos. A seleção do estudo resultou em 
uma amostra final de 45 artigos. O desenho des-
critivo retrospectivo foi o método mais comum, 
com base em relatos e ações judiciais. Um alto ní-
vel de heterogeneidade entre os estudos impediu a 
comparação e a geração de evidências capazes de 
apoiar as decisões dos juízes com base em critérios 
técnico-científicos. Esta revisão mostrou que os 
estudos eram heterogêneos e apresentavam baixa 
qualidade metodológica. Além disso, não propuse-
ram soluções viáveis ​​para gerentes e formuladores 
de saúde enfrentarem o problema.
Palavras-chave  Direito à saúde, Medicamentos, 
Decisões judiciais, Acesso a medicamentos, Custos 
com medicamentos

Abstract  Patients without access to medicines of-
ten resort to the judicial system. However, no sys-
tematic review has discussed the quality of studies 
and the factors that may influence the access to 
medicines from judicialization. This study aimed 
to characterize the quality of research on access 
to judicialized medicines and their influence on 
public policies in Brazil. A search was conducted 
in the LILACS, PubMed/Medline, Scopus, and 
Web of Science databases using the terms “judici-
alization” and “medication”. Two reviewers iden-
tified articles that met the inclusion criteria. Only 
studies written in English, Portuguese, or Spanish 
published from 1990 to 2018 were included. The 
study selection resulted in a final sample of 45 
articles. The retrospective descriptive design was 
the most common methods, based on reports and 
lawsuits. A high level of heterogeneity among the 
studies hindered the comparison and generation 
of evidence capable of supporting judges’ decisions 
based on technical-scientific criteria. This review 
showed that studies were heterogeneous and had 
low methodological quality. Moreover, they did 
not propose viable solutions for health managers 
and formulators to face the problem.
Key words Right to health, Medicines, Judicial 
decisions, Access to medicines, Drug costs 
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Introduction  

From the late 1980s, many countries in Latin 
America introduced universal health coverage1. 
In the context of universality, access to medicines 
is a fundamental human right and results from 
the interaction of a complex network composed 
of patients, pharmaceutical industries, regulatory 
agencies, health systems, and healthcare services2. 
However, access to high-cost medicines does not 
always promote significant benefits to the pa-
tient probably because of little robust evidence in 
which these choices are based3.

In Latin America, the worsening of the eco-
nomic and political crisis has threatened the in-
dividual and collective rights of current public 
policies. Consequently, when access to medicines 
is prevented, patients have resorted to lawsuits to 
ensure this fundamental right1,4. This phenome-
non, known as “judicialization of access to med-
icines”, has emerged in several middle-income 
Latin American countries, such as Argentina, 
Brazil, Chile, Colombia, Costa Rica, Peru, and 
Uruguay1,5-8. Paradoxically, judicialization has 
caused positive and negative effects on the access 
of medicines, affecting both the population and 
the health and justice systems2,5.

In several countries, judicial decisions of-
ten ignore public policies and national essential 
drug lists, leading to a significant increase in in-
vestments related to the incorporation of health 
technologies1,9. Furthermore, national judicial 
decisions have not usually agreed with interna-
tional standards and jurisprudence, which creates 
discrepancies in the adoption of specific medi-
cines comparing to other countries8,9. Nowadays, 
previous systematic reviews reported that almost 
all studies on judicialization in world were con-
ducted in Brazil, but these studies did not address 
the quality of studies and the details of aspects 
that could influence public policies and access to 
medicines3,4,10-12.

In light of this gap, studies should broad-
en the discussion on the different dimensions 
of judicialization to suit as a foundation to the 
formulation of new Brazilian policies on access 
to medicines, as well as the incorporation of in-
novative, economic, and necessary technologies. 
Thus, this study aimed to characterize the quality 
of research on judicialization and its influence on 
public policies on access to medicines in Brazil.

Methods	

Data sources and searches

A systematic literature review was carried 
out to identify empirical studies involving access 
to medicines through different aspects of the 
phenomenon of judicialization. A comprehen-
sive search was conducted in PubMed/Medline, 
Scopus, LILACS, and Web of Science databases. 
The literature search included studies published 
from 1990 to 2018, considering that Brazilian 
health system was first regulated in 1990. This 
review followed the adapted version of Preferred 
Reporting Items for Systematic Reviews and Me-
ta-Analyses guidelines (PRISMA)13.

Search strategies were developed using MeSH 
and DeCS terms as well as text words related to 
the study, such as judicialization, judicial deci-
sions, medication, pharmaceutical preparations, 
and Brazil. Searches were adapted to the syntax 
and subject headings of each database.  The full 
search strategy can be found in Chart 1. The in-
clusion and exclusion criteria were described in a 
flow diagram.

Eligibility 

The screening process was conducted in three 
stages (title, abstract, and full-text screening) by 
two independent researchers that removed du-
plicates and examined the studies. At all stages, a 
third reviewer resolved any case of disagreement. 
Titles and abstracts were analyzed considering the 
following inclusion criteria: (i) studies involved 
empirical research (quantitative or qualitative); 
(ii) studies were written in English, Portuguese, 
or Spanish; (iii) studies only involved the judici-
alization of medicines in Brazil. Articles without 
abstracts and full text available were excluded.

Data Extraction 

Data extraction was performed by two re-
searchers using a standard form that collected: 
study setting, duration, sample size, participants, 
plaintiff, judicial decision cost, judicial decision 
approval, the existence of scientific advisory 
committees, prescription origin, number of pre-
scription drugs, the main therapeutic indications, 
if the prescription drugs were present in official 
drug lists, unregistered medicines, off-label med-
icines, main findings, and the study’s limitations. 
The extracted data were divided into (i) the main 
characteristics of the studies and (ii) the influ-
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ence of judicialization legal aspects on the access 
of medicines. Expenditures were calculated in US 
dollars (the exchange rate in Brazil on 30 May 
2018, 3.74 Brazilian reais per dollar).	

Quality of research

No validated scale was found to assess the 
quality of articles with the characteristics of judi-
cial studies, therefore we used Strengthening the 
Reporting of Observational Studies in Epidemi-
ology (STROBE), the most appropriate form for 
reporting observational studies14. 

Results	

After the selection process, 45 studies met the 
inclusion criteria. The study selection process is 
shown in a flow diagram (Figure 1), according to 
the PRISMA standards14.  

The main characteristics of the studies can 
be found in the SciELO depository on the link 
https://doi.org/10.48331/scielodata.Z2JQUT. 
All included studies were published from 2007 
to 2018. Quantitative methods, such as retro-
spective descriptive design, were adopted in 40 
studies (89%) while only one study (2%) used a 
qualitative approach and four (9%) used mixed 
methods (qualitative and quantitative analy-
ses). Regarding the study sample, most studies 
used documents (reports and lawsuits) while 
five studies used participants (doctors, patients, 
lawyers, public managers, and pharmaceutical 
industries)7,15-18. Furthermore, the sample size 
varied from 10 to 56,345 judicial decisions, being 
mostly defined for convenience.

Of the selected articles, 31 (69%) report-
ed the granting of actions where most judges 
granted favorable decisions without consider-
ing the technical-scientific criteria. Important-
ly, some of these decisions were not final and 

Figure 1. Flowchart with study steps adapted from Preferred Reporting Items for Systematic Reviews and Meta-
Analyses (PRISMA).

Source: Authors from Preferred Reporting Items for Systematic Reviews and Meta-Analyses (PRISMA).
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would fit appeal7,15-19-44. Regarding the expen-
ditures on lawsuits, in 22 studies (49%) the 
costs ranged from US$9,653.62 to US$1,545 

billion17-19,22,24,26,29,30,33-35,38,41,42,44-51. Although the 
National Council of Justice (2010) recommends 
the implementation of scientific advisory com-

Chart 1. Search strategy to assess judicialization of medicines syntax by databases, 1991-2018. 

LILACS = 146

(“Judicial Role” OR “Judicial Roles” OR “Role, Judicial” OR “Roles, Judicial” OR “Judicial Action” OR “Action, 
Judicial” OR “Actions, Judicial” OR “Judicial Actions” OR “Court Action” OR “Action, Court” OR “Actions, Court” 
OR “Court Actions” OR “Judicial Consent” OR “Consent, Judicial” OR “Judicial Bypass” OR “Bypass, Judicial” 
OR “judicial decisions” OR “judicial decision” OR “judicialization” OR “judicializations”) AND (“Brazil”) AND 
(“pharmaceutical preparations” OR “pharmaceutical preparation” OR “Preparations, Pharmaceutical” OR 
“Pharmaceutic Preparations” OR “Preparations, Pharmaceutic” OR “Pharmaceutical Products” OR “Products, 
Pharmaceutical” OR “Pharmaceuticals” OR “Pharmaceutical” OR “Drugs” OR “Drug” OR “Medicine” OR 
“Medicines”)

PUBMED = 54

((“Pharmaceutical Preparations”[Mesh]) OR (((((((((((((“pharmaceutical preparations”) OR (“pharmaceutical 
preparation”)) OR (“Preparations, Pharmaceutical”)) OR (“Pharmaceutic Preparations”)) OR (“Preparations, 
Pharmaceutic”)) OR (“Pharmaceutical Products”)) OR (“Products, Pharmaceutical”)) OR (“Pharmaceuticals”)) 
OR (“Pharmaceutical”)) OR (“Drugs”)) OR (“Drug”)) OR (“Medicine”)) OR (“Medicines”))) AND ((“Judicial 
Role”[Mesh]) OR ((((((((((((((((((((“Judicial Role”) OR (“Judicial Roles”)) OR (“Role, Judicial”)) OR 
(“Roles, Judicial”)) OR (“Judicial Action”)) OR (“Action, Judicial”)) OR (“Actions, Judicial”)) OR (“Judicial 
Actions”)) OR (“Court Action”)) OR (“Action, Court”)) OR (“Actions, Court”)) OR (“Court Actions”)) OR 
(“Judicial Consent”)) OR (“Consent, Judicial”)) OR (“Judicial Bypass”)) OR (“Bypass, Judicial”)) OR (“judicial 
decisions”)) OR (“judicial decision”)) OR (“judicialization”)) OR (“judicializations”))) AND (Brazil)

SCOPUS = 472

( ALL ( “Brazil” ) )  AND  ( ( ALL ( “Judicial Role” )  OR  ALL ( “Judicial Roles” )  OR  ALL ( “Role, Judicial” )  
OR  ALL ( “Roles, Judicial” )  OR  ALL ( “Judicial Action” )  OR  ALL ( “Action, Judicial” )  OR  ALL ( “Actions, 
Judicial” )  OR  ALL ( “Judicial Actions” )  OR  ALL ( “Court Action” )  OR  ALL ( “Action, Court” )  OR  ALL ( 
“Actions, Court” )  OR  ALL ( “Court Actions” )  OR  ALL ( “Judicial Consent” )  OR  ALL ( “Consent, Judicial” )  
OR  ALL ( “Judicial Bypass” )  OR  ALL ( “Bypass, Judicial” )  OR  ALL ( “judicial decisions” )  OR  ALL ( “judicial 
decision” )  OR  ALL ( “judicialization” )  OR  ALL ( “judicializations” ) ) )  AND  ( ( ALL ( “pharmaceutical 
preparations” )  OR  ALL ( “pharmaceutical preparation” )  OR  ALL ( “Preparations, Pharmaceutical” )  OR  
ALL ( “Pharmaceutic Preparations” )  OR  ALL ( “Preparations, Pharmaceutic” )  OR  ALL ( “Pharmaceutical 
Products” )  OR  ALL ( “Products, Pharmaceutical” )  OR  ALL ( “Pharmaceuticals” )  OR  ALL ( “Pharmaceutical” 
)  OR  ALL ( “Drugs” )  OR  ALL ( “Drug” )  OR  ALL ( “Medicine” )  OR  ALL ( “Medicines” ) ) )

WEB OF SCIENCE = 76

(TS=(“Pharmaceutical Preparation”) OR TS=(“pharmaceutical preparations”) OR TS=(“Preparations, 
Pharmaceutical”) OR TS=(“Pharmaceutic Preparations”) OR TS=(“Preparations, Pharmaceutic”) OR 
TS=(“Pharmaceutical Products”) OR TS=(“Products, Pharmaceutical”) OR TS=(“Pharmaceuticals”) OR 
TS=(“Pharmaceutical”) OR TS=(“Drugs”) OR TS=(“Drug”) OR TS=(“Medicine”) OR TS=(“Medicines”)) 
AND (TS=(“Judicial Role”) OR TS=(“Judicial Roles”) OR TS=(“Role, Judicial”) OR TS=(“Roles, Judicial”) OR 
TS=(“Judicial Action”) OR TS=(“Action, Judicial”) OR TS=(“Actions, Judicial”) OR TS=(“Judicial Actions”) 
OR TS=(“Court Action”) OR TS=(“Action, Court”) OR TS=(“Actions, Court”) OR TS=(“Court Actions”) 
OR TS=(“Judicial Consent”) OR TS=(“Consent, Judicial”) OR TS=(“Judicial Bypass”) OR TS=(“Bypass, 
Judicial”) OR TS=(“judicial decisions”) OR TS=(“judicial decision”) OR TS=(“judicialization”) OR 
TS=(“judicializations”)) AND (Brazil)

EMBASE = 70

(‘judicial role’  OR  ‘judicial roles’  OR  ‘role, judicial’  OR  ‘roles, judicial’  OR  ‘judicial action’  OR  ‘action, 
judicial’ OR ‘actions, judicial’ OR ‘judicial actions’ OR ‘court action’ OR ‘action, court’ OR ‘actions, court’ OR ‘court 
actions’  OR  ‘judicial consent’  OR  ‘consent, judicial’  OR  ‘judicial bypass’  OR  ‘bypass, judicial’  OR  ‘judicial 
decisions’ OR ‘judicial decision’ OR ‘judicialization’ OR ‘judicializations’) AND (‘pharmaceutical preparations’ 
OR ‘pharmaceutical preparation’ OR ‘preparations, pharmaceutical’ OR ‘pharmaceutic preparations’ OR 
‘preparations, pharmaceutic’ OR ‘pharmaceutical products’ OR ‘products, pharmaceutical’ OR ‘pharmaceuticals’ 
OR ‘pharmaceutical’ OR ‘drugs’ OR ‘drug’ OR  medicine’ OR ‘medicines’) AND (‘Brazil’)

Source: Authors’ elaboration.
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mittees (with doctors and pharmacists), only six 
studies (13%) mentioned its existence or impor-
tance25,31,39,40,50,52. 

Among the selected studies, only six (13%) 
had expert advice from doctors or pharmacists to 
evaluate the request for off-label drugs28,30,38,39,47,50. 
Almost half of the studies n= 22 (49%) an-
alyzed the drug indication not approved by 
national or international regulatory agen-
cies16,19,22,23,26,28,30,33,34,37,39,40,41,44,46,49,50,51-55.

In this review, 17 studies (38%) reported 
the prescription origin, most from the pub-
lic sector7,22,23,27,29,30,33,35,40,41,44,46,48,52,53,56,57 and 
27 studies (60%) reported the lawsuit age
nt7,9,16,17,19,22-25,27,33-38,40,41,43,44,46,48,52,53,55-57.

Moreover, a total of 24 studies (53%) 
evaluated the existence of judicial decisions 
related to unlicensed drugs in the coun-
try9,16,19,22,23,26,28,31,33,34,37,38,40-42,44,46,49,50-55. In 26 
articles (58%), the medicines in judicial-
ization were out of official essential drug lis
ts7,19-23,26,28,31-34,37-41,44,46-48,50-52,55,57. Differently, 28 
studies (62%) discussed the causes of the ju-
dicialization of medicines on official essen-
tial drug lists that were not available to patien
ts7,9,15,20-23,26,28,31-34,38-41,44,46-48,50-52,54-57. 

A study showed that the time for granting 
preliminary injunctions can be accelerated de-
pending on legal procedures (i.e. instance) or 
clinical variables (i.e. disease severity and risk 
of death)26. Etanercept and Adalimumab (con-
trol of rheumatoid arthritis) were mentioned in 
18 studies (40%)9,20,21,23-25,28,30,31,34,35,38,39,44,46,49,51,56. 
These studies have been requested from one to 
91,931 medicines.

Finally, seven studies (15%) suggested the 
probable existence of close links between lawyers, 
doctors, and the pharmaceutical industry to in-
clude certain drugs on official lists as well as the 
existence of evidence submitted to the Brazilian 
government regarding the monopoly of judicial-
ized purchase of high-cost medicines20,24,26,30,33,55,56. 

Regarding the quality of the report of the 
studies, we observed that most studies did not 
include some information, such as specific aims, 
pre-existing hypotheses, potential sources of bias, 
limitations, and external validity of the study re-
sults (Table 1). 

Discussion

All studies were published after 2007, which 
is corroborated by five reviews that highlight 
the highest number of publications on access 

to medicines for legal actions4,10-12,58,. Although 
studies carried out in other countries have shown 
that several factors have prevented universal ac-
cess, such as economic growth, rapid popula-
tion aging, higher incidence and prevalence of 
non-communicable diseases, pressure in the 
pharmaceutical industry and low efficiency of 
the health system, the judicialization of medi-
cines in countries with universal health systems, 
like Brazil, have increased.  Thus, investments in 
the quality of scientific literature should be made 
to support health policymakers in the planning 
of access to medicines1,4-6,9,58-66. 

Previous studies3.4,10-12,58 show that Brazil has 
the largest scientific production on phenomena 
of judicialization of health and access to medi-
cines. This review showed that the multifaceted 
nature of this theme covers different areas of 
knowledge, such as health law, human rights, so-
ciology, and public health with a strong influence 
on public policies. This variety promotes hetero-
geneity of aims and methodologies, hindering 
data comparison, and generalization of results2,10. 

In the studies, it is possible to note the con-
fusion in the discussions about the differences 
of universal health coverage versus the univer-
sal health system, so it is essential to know the 
characteristics and nuances of the two models 
to identify possibilities and threats to the con-
solidation of Brazilian Unified Health System67. 
Moreover, different quantitative methods such as 
retrospective chart reviews and mailed surveys 
were used despite their simplicity and the low 
level of evidence8. Therefore, pre-post interven-
tional studies are needed to measure the effec-
tiveness of the strategies to improve access and to 
meet clinical and economic needs12. These results 
can serve as scientific evidence for more coher-
ent planning able to tend to individual demands 
without harming the collective ones.

The sample size and participants varied wide-
ly in the articles, probably due to the convenience 
sampling, the study duration, and, in many cases, 
to the participants and the selected therapeutic 
class. Such data are corroborated by previous 
reviews8,10 that reported the high insufficiency 
of records is in the health system (at the feder-
al, state and municipal levels), in the competent 
legal information, as well as in the private sector 
of health plans in Brazil. A convenience sample 
found in the selected studies is a significant bias 
because it may induce the stakeholders to make 
inappropriate choices, to incorporate unessential 
technologies, and to formulate policies divergent 
to the people’s needs. Consequently, it is neces-
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Table 1. Items in the reports of the studies included in the review.
Item No Recommendation n (%)

Title and 
abstract

1 Indicate the study’s design with a commonly used term in the title or the 
abstract. Provide in the abstract an informative and balanced summary of 
what was done and what was found

44 (97,8)

Introduction
Backgroun-
d/rationale

2 Explain the scientific background and rationale for the investigation being 
reported

42 (93,3)

Objectives 3 State specific objectives 8 (17,8)

Prespecified hypotheses 3 (6,7)

Methods
Study design 4 Present key elements of study design early in the paper 37 (82,2)
Setting 5 Describe the setting, locations, and relevant dates, including periods of 

recruitment, exposure, follow-up, and data collection
42 (93,3)

Participants 6 (a) Cross-sectional study—Give the eligibility criteria, and the sources and 
methods of selection of participants

17 (37,8)

Variables 7 Clearly define all outcomes, exposures, predictors, potential confounders, 
and effect modifiers. Give diagnostic criteria, if applicable

33 (73,3)

Data sources/ 
measure-
ment

8  For each variable of interest, give sources of data and details of methods of 
assessment (measurement). Describe comparability of assessment methods 
if there is more than one group

41 (91,1)

Bias 9 Describe any efforts to address potential sources of bias 7 (15,6)
Study size 10 Explain how the study size was arrived at 31 (68,9)
Quantitative 
variables

11 Explain how quantitative variables were handled in the analyses. If applica-
ble, describe which groupings were chosen and why

38 (84,4)

Statistical 
methods

12 Describe all statistical methods, including those used to control for 
confounding. Explain how missing data were addressed. Cross-sectional 
study—If applicable, describe analytical methods taking account of 
sampling strategy

23 (51,1)

Results
Participants 13 Report numbers of individuals at each stage of study—eg numbers 

potentially eligible, examined for eligibility, confirmed eligible, included in 
the study, completing follow-up, and analysed

17 (37,8)

Descriptive 
data

14 Give characteristics of study participants (eg demographic, clinical, social) 
and information on exposures and potential confounders

43 (95,6)

Outcome 
data

15 Report numbers of outcome events or summary measures 31 (68,9)

Main results 16 Give unadjusted estimates and, if applicable, confounder-adjusted 
estimates and their precision (eg, 95% confidence interval). Make clear 
which confounders were adjusted for and why they were included. Report 
category boundaries when continuous variables were categorized. If 
relevant, consider translating estimates of relative risk into absolute risk for 
a meaningful time period.

44 (97,8)

Other analy-
ses

17 Report other analyses done—eg analyses of subgroups and interactions, 
and sensitivity analyses

8 (17,8)

Discussion
Key results 18 Summarise key results with reference to study objectives 44 (97,8)
Limitations 19 Discuss limitations of the study, taking into account sources of potential 

bias or imprecision. Discuss both direction and magnitude of any potential 
bias

20 (44,4)

Interpreta-
tion

20 Give a cautious overall interpretation of results considering objectives, 
limitations, multiplicity of analyses, results from similar studies, and other 
relevant evidence

42 (93,3)

Generalisa-
bility

21 Discuss the generalisability (external validity) of the study results 9 (29,0)

Other information
Funding 22 Give the source of funding and the role of the funders for the present study 

and, if applicable, for the original study on which the present article is based
16 (35,6)

Source: Authors’ elaboration.
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sary to organize and use more structured sources 
of information, allowing the selection and stan-
dardization to make real comparisons that serve 
as a guide for health managers in decision mak-
ing about access to medicines. 

Most studies reported that lawsuits were fa-
vorable to plaintiffs. This can indicate the fragility 
of the systems in access to health services, failures 
in the planning of public policies and the lack 
of technical knowledge of the judiciary system 
regarding to compliance with the guidelines of 
the public health system, the National Medicines 
Policy and the Policy National Pharmaceutical 
Services. The phenomenon of judicialization is 
driven by a widespread and often desperate pa-
tient demand, induced by pharmaceutical indus-
tries and physicians’ prescriptions, and facilitated 
by public and private lawyers along to the judges’ 
blind interpretation of the constitutional right 
to health7,68. The literature affirms that judici-
alization can be pejorative because it is rooted 
in the medicalization of life, which refers to the 
unnecessary use of drugs, more expensive med-
icines and sometimes not provided by health 
systems66,69. Studies that confront medicalization 
and judicialization can raise subjective aspects 
of this phenomenon and its influences on peo-
ple and the health system. Moreover, new studies 
should focus on the positive aspects of judicial-
ization, generating evidence of the real demands, 
and suggesting ways to monitor the use of judi-
cialized drugs. Such evidence would enable im-
portant reflections on the risk-benefits of greater 
access to pharmacotherapy.

Several selected studies have suggested the 
existence of close links between lawyers, physi-
cians, and the pharmaceutical industry, impair-
ing the principle of equity20,22,24,26,30,33,61. Such links 
should be identified and limited, encouraging the 
most positive aspect of the judicialization, which 
is to identify gaps in assistance and access to pub-
lic health policies to increase visibility to law-
suits and provide a range of solutions20,22,24,26,30,33. 
Therefore, investments should aim at studies that 
deepen the existence of these shady relationships 
and their direct and indirect influence on the 
right to health to guarantee access to medicines.

In this review, a higher frequency of favorable 
decisions was observed, disregarding the tech-
nical-scientific criteria and government official 
essential drug lists. Other studies showed a high 
success rate of the litigant against the health sys-
tems because the judges deferred decisions for 
the supply of medicines to guarantee the indi-
viduals’ constitutional rights1,8,69. Moreover, de-

pending on the judicial instance and the disease, 
the time for the granting of preliminary injunc-
tions is short and does not provide conditions for 
pharmaceutical services to appeal25. When judges 
disregard public policies to meet the needs of a 
few people, they may create inequality in the sys-
tem, harming most of the population11. Hence, 
magistrates should be sensitized to use scientific 
evidence to make decisions and health managers 
should create spaces to discuss indicators for the 
inclusion of new health technologies8.

The high frequency of judicial requests for 
non-standardized medicines is related to the 
lack of therapeutic alternatives offered by the 
healthcare system, lack of technical information 
on the legal assessment of these claims, delay of 
public policies and the need to incorporate new 
pharmaceutical technologies52,31. It is relevant to 
highlight that essential drug list does not limit 
healthcare delivery, constrains health profes-
sionals’ autonomy, interfere with pharmaceuti-
cal markets, or reduce the access of medicines60. 
Considering this, actions to prevent the use of 
non-standard drugs should be taken. Some ex-
amples are the investments in systematic updat-
ing of the lists of medicines, the prioritization of 
an evidence-based drug selection, as well as the 
promotion of new pharmacotherapeutic options 
to prescribers and dispensers59,71-73. 

Some European countries have judicial bod-
ies specialized in healthcare or public health, so 
the litigants go to courts only when decisions 
are unreasonable or violate human rights73. 
These bodies could clarify the political, social, 
ethical, legal, and sanitary aspects of the access 
of medicines to the actors involved (i.e. judges, 
health professionals, managers, civil society as-
sociations, public prosecutor’s office, and public 
defenders). Therefore, the patients’ rights could 
be assured without disregard the scientific evi-
dence. Based on international examples, Brazil-
ian courts could be encouraged to create perma-
nent scientific advisory committees, with health 
experts that would rise scientific evidence to 
support their judicial decisions8,62,74. When such 
committees exist, health professionals general-
ly do not receive feedback on clinical outcomes 
after judges’ decisions. Robust studies should be 
carried out to assess whether the recommenda-
tions of the technical-scientific committee result 
not only in more access to medicines, but also in 
the effectiveness of medicines.

Although the National Council of Justice sug-
gests the adoption of some measures, including 
the creation of scientific support committees 
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with doctors and pharmacists, most Brazilian 
states have not yet complied with this recom-
mendation39,74. In addition, there is still little ev-
idence that magistrates effectively demonstrate 
adherence to such regulatory attempts. We do not 
know if the legal system has considered the tech-
nical recommendations to incorporate new tech-
nologies already available in the Brazilian Unified 
Health System. This scientific support could help 
judges, prosecutors, and other representatives 
of the judiciary to assess clinical and budgetary 
issues raised by the parties in health-related ac-
tions, ensuring greater cost-effectiveness in cases 
of judicialization of medicines74,76. However, the 
lack of these committees influences the manage-
ment of pharmaceutical services since several 
judicialized drugs of the included studies were 
added to the official essential drug lists to expand 
access, but with a considerable increase in health 
budgets.

Several studies in this review carried out an 
economic evaluation of the impact of judicial de-
mands on the health system. In the case of AIDS, 
the treatment cost per patient has increased 
because of the civil society groups who use the 
rhetoric of human rights and antidiscrimination 
to promote an agenda of access to medicines45. 
In countries where health coverage is universal, 
economic assessments can avoid waste, simplify 
financial resources, and provide specific medi-
cines to those who need them (principle of equi-
ty)8,65,77. In Brazil, literature about the economic 
effect of the judicialization of medicines has risen 
recently, but the heterogeneity of studies limits 
the comparison of publications, as well the strat-
egies to optimize the actions71,72,78-80.

In this review, judicialized medicines for 
the treatment of chronic diseases, autoimmune, 
and rare genetic diseases represented the great-
est impact on the budget of public health poli-
cies24,26,30,33,41,42,45,46,54,80-82. Although many drugs 
are well tolerated and achieve goals of remission, 
low activity or control of these diseases, the main 
causes of the evolution of expenditures are the 
preferences of prescribers and the success of ju-
dicial demands, without considering the cost-ef-
fectiveness of these medicines75,83-85. The articles 
usually only mentioned expenditures and growth 
trends, suggesting the need for greater financial 
control of health policies78-80. However, a deeper 
pharmacoeconomic analysis still lacks8,72,80. Such 
data may indicate that the guarantee of access 
must be rationalized, so that future studies can 
focus on the longer monitoring of the cost-effec-
tiveness of medicines, carrying out more robust 

analyzes on their impact on health policies and 
action planning.

Population aging may explain why long-term 
medications, especially those for cancer treat-
ment, are the most requested medicines23,39. Ac-
cording to literature, providing access to novel 
high-cost medicines for prevalent chronic con-
ditions poses a growing ethical and economic 
challenge for policymakers in countries at all 
income levels13,79.80. Few studies have reported 
drug requests with indications not approved by 
regulatory agencies such as the Brazilian Health 
Surveillance Agency, Food and Drug Adminis-
tration and European Medicines Agency, and yet 
such requests were deferred39,86. 

Based on the right to life protection, requests 
for drugs that are unlicensed or out of official 
drug lists disrupts normal pathways, creating 
the misconception of governments’ obligation 
to supply these medicines87,88. In practice, the 
national official essential drug lists should be 
comprehensive, offering standardized treatment 
options for priority conditions of the most popu-
lation, without influences of industry or personal 
interests68,89. The need to meet judicial demands 
for standardized treatment options is legitimate 
and often urgent since not only it shows system 
disorganization but also it exposes the need for 
effective planning of pharmaceutical services79,80. 
Future studies should investigate the factors 
that could influence this planning, such as the 
frequent turnover of health managers and the 
pressures suffered by managers to regularize the 
supply of medicines.

In this sense, the reorganization and plan-
ning of actions can rationalize the management 
of resources and favor access to medicines in 
the health system, mainly for the most vulnera-
ble population. Otherwise, our findings showed 
that the demands are urgent while the deadlines 
of the execution of judicial decisions are short. 
This phenomenon forces the health managers to 
buy the judicialized medicines under penalty of 
paying fine, in small volumes and without bid-
ding, which overloads the health system4,61,66,85. 
The findings of the selected studies also suggest-
ed that judges, when analyzing the quality-cost 
binomial, considered the infinite patients’ needs 
and the finite resources of health systems, estab-
lished on public policies and for the common 
good89. Then, rigorous pharmacoeconomic stud-
ies must be carried out to compare the effect of 
these decisions on the health system.

In addition to the aforementioned meth-
odological issues, future studies should explore 
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themes that qualify the discussions on the phe-
nomenon of judicialization of health and access 
to medicines, in a structured way, based on three 
pillars: i) understanding that the Brazilian Uni-
fied Health System has not yet reached its full 
potential, but it has advantages over insurance 
arrangements - social, private or subsidized from 
other countries; ii) understanding the phenome-
non of the judicialization of health considering 
a broader framework of the role of the Brazilian 
judiciary in policies; and iii) understanding the 
phenomenon and its impact on the structure and 
organization of health services, whether in the 
public or private segment.

Strengths and limitations 

The strength of this review was the discus-
sion of the methodological quality of studies on 
access to judicialized medicines as well as their 
influence on public policies and management 
decisions. Besides, suggestions for an agenda for 
future studies considering the issues were made 
to qualify the empirical research. However, the 
main limitation of this study was the heteroge-
neity of the studies, a factor that complicated the 
comparison between variables. In addition, we 

did not register the systematic review protocol. 
Another limitation was the use of the STROBE 
to analyze the quality of the included articles, be-
cause although it was not recommended for this 
purpose, we used it as a basis for the analysis.

Conclusion 

In this review, we observed that empirical inves-
tigations on access to medicines due to the phe-
nomenon of judicialization are heterogeneous 
and have low methodological quality. The studies 
have different aims, which hinders the compari-
son of studies. Also, it influences the generation 
of strong evidence that supports judges’ deci-
sion-making process based on technical-scientif-
ic criteria. The low quality of the studies is re-
flected in retrospective descriptive study designs, 
which do not analyze the impact of judicializa-
tion on the health system, the judicial system 
and the effectiveness of the treatments provide. 
In addition, these studies do not propose viable 
solutions for health managers and formulators 
to face this issue. Thus, recommendations were 
suggested to deepen the field of judicialization of 
medicines.
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