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ABSTRACT The growth of older adults is a global event. The study aimed to evaluate the effectiveness
of the law on priority for the elderly in relation to the procedural processing of health claims made in
the Lower Courts of Justice of the judicial district of the Capital of Rio de Janeiro State. A descriptive
cross-sectional study of the proceedings assigned in the period from 2018 to 2019 was conducted. The
total sample included 1,040 identified cases, but only 240 were eligible (23%). Most claims were related
to home care services (26.3%), particularly for adults aged 80 years and over (54.7%). The legal effecti-
veness of the law for the 60- to 79-year-old age group was 86% and 97.3% for other elderly people. The
processing time of the lawsuits, however, was shorter for mature adults than for older people (p=0,020)
and similar between older adults aged 80 years or above and other elderly adults (p=0,400). Monitoring
the impact of this law on society is essential, older people are at a stage of life in which the issue of time
is essential, particularly when the claim is related to health.

KEYWORDS Aged rights. Aged, 80 and over. Legislation. Human rights. Health judicialization.

RESUMO O crescimento da populagdo idosa é um evento mundial. No Brasil, esse processo tem ocorrido
de forma mais acelerada. O estudo teve por objetivo avaliar a efetividade da lei de prioridade dos idosos
quanto a tramitagdo processual das demandas judiciais de satide na Comarca da Capital na 1% Instdncia
do Tribunal de Justi¢ca do Estado do Rio de Janeiro. Foi realizado um estudo transversal descritivo dos pro-
cessos distribuidos no periodo de 2018 a 2019. Um total de 1.040 processos foi identificado, mas apenas 240
elegiveis (23%). O servico de assisténcia domiciliar foi a principal demanda (26,3%), em particular, para os
idosos com 80 anos ou mais (54,7%). A efetividade juridica da lei de prioridade para faixa etdria de 60 a 79
anos foi 86%, e 97,3% para os demais idosos. O tempo de tramitacdo do processo, entretanto, foi menor para
os adultos maduros do que para as pessoas idosas (p = 0,020) e similar entre idosos com 80 anos ou mais e
demais idosos (p = 0,400). O acompanhamento da repercussdo dessa lei na sociedade é fundamental, pois
o idoso se encontra em uma fase da vida em que a questdo temporal é essencial, principalmente quando a
demanda estd relacionada com a satide.

PALAVRAS-CHAVE Direitos dos idosos. Idoso de 80 anos ou mais. Legislag¢do. Direitos humanos. Judicializagdo
da satide.
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Introduction

The progressive growth of the elderly popula-
tion is a worldwide event'. Some countries,
such as Brazil, China and India, have witnessed
a faster process of demographic transition?. In
Brazil, the elderly population almost doubled
between the last two censuses, but with large
regional differences, with the States of Rio
de Janeiro (20.4%) and Rio Grande do Sul
(19.8%) reporting the highest proportion of
elderly people in the country3. Prior to the
COVID-19 pandemic, it was e stimated that
the elderly would account for 29.4% of the
population by 20504

Physical vulnerability, which stems from
the natural ageing process, leads the elderly to
seek more health care than other age groups.
This has contributed to an increase in legal
actions to guarantee rights to medication, care
and other claims®. Although existing legisla-
tion guarantees the fundamental rights of the
elderly, particularly those aged 80 years and
over®, it is not always effective, that is, it is not
always applied as intended.

Law and public health are closely linked,
shaping the way people interact and experi-
ence the world around them. Laws can con-
tribute to the improvement of communities,
especially in public health actions, and it is
essential to understand their repercussions
on the collective’.

Thus, the objective of this article is to evalu-
ate the effectiveness of the law on priority
for the elderly in relation to the procedural
processing of health claims filed in the Lower
Courts of Justice of the judicial district of the
Rio de Janeiro State Capital (TJRJ).

Methodology

This is an observational, cross-sectional
descriptive study, about the health claims
filed in the Lower Courts of the Capital
of Rio de Janeiro State (TJRJ). The cases
were extracted from the TIRJ website, of
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cases assigned in the period of 2018-2019.
The lawsuits were accessed by the name of
the defendant, considering the two private
health plans with the greatest number of
beneficiaries (Amil and Unimed) effective in
the municipality of Rio de Janeiro3, filed in
civil courts. Cases in which the plaintiff was
under 40 years of age and whose claims were
not related to health care were excluded, as
well as cases that were not digitalized and
only listed in the system as physical records.

Regarding the characteristics of the
elderly, the following variables were as-
sessed: age group (40 to 59 years, 60 to 79
years and > 80 years), gender (male and
female), marital status (married or con-
sensual union, single, widowed, divorced,
ignored), nationality, retired, municipality
of residence (capital and other municipali-
ties). With regard to the characteristics of
the lawsuit, the following variables were
evaluated: representative (lawyer, public de-
fender); defendant (Amil, Unimed); assign-
ment of the action to the duty court; type of
lawsuit (complaint or interlocutory relief,
an application made before the lawsuit is
filed); court to which the case was assigned;
preliminary injunction, that is, an urgent
and well-founded claim, considered by the
judge at the start of the process, without
hearing the adverse party, (granted and
complied with, granted and not complied
with, dismissed, not requested), cause of
death related to the claim, outcome of the
suit (granted, dismissed, case not judged
or merit not judged), cause of death not
judged (agreement between the parties,
settled administratively, withdrawal, aban-
donment, death, procedural error), type of
procedural error (transfer of jurisdiction,
with referral to the court of competent ju-
risdiction, non-payment of costs; absence
of procedural prerequisite, that is, lacking
the legal requirements for filing of the
action). As for the type of action, health
care-related claims were included, such
as, for example, hospitalization, supply



of drugs, performance of exams, supply
of health inputs, performance of surgery,
and home care. The requested drugs were
also classified according to whether they
were registered with the National Health
Surveillance Agency (ANVISA), on the list
published by the National Health Agency
(ANS) and if they were for off-label use
(treatment of diseases not recorded on the
medication package insert.

The percentage of each category of the
variables studied was calculated, stratified
by age group; with mature adults (40 to 59
years) compared to the elderly (> 60 years),
and people aged 80 years and over compared
to the remaining elderly (60 to 79 years).
Pearson’s chi-square test was calculated to
assess the existence of a statistically signifi-
cant difference (p < 0.05) between strata,
with Yates’s correction where necessary.

Additionally, the median time of proceed-
ings was calculated (between assignment
and judicial decision and between judicial
decision and publication) using the Kaplan
Meier method, for non-parametric estimate
of the time of occurrence®. In this analysis,
procedural errors were excluded (document
produced in a different manner to that re-
quested, change of the author’s name in the
sentence etc.). The outcomes of interest were
the judicial decision and the publication of
the judicial decision, censoring the cases on
the date on which the agreement between
the parties occurred (consensual agreement
with subsequent ratification by the judge),
administrative resolution (the plaintiff’s
request granted in the administrative sphere),
withdrawal (formally informed in the judi-
cial process), abandonment of the action, or
death prior to the judicial decision. Cases not
judged by 31 December 2020 were censored.
Curves were plotted to reflect the time taken
to process the case, stratified by age group.
Log-rank test was calculated to compare the
time curves, being considered different when
the respective p value was < 0.05°.
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The legal effectiveness of the law was iden-
tified when the representative requested that
the case be expedited based on the law, or if
it was considered by the judge on his own
initiative, without any request presented by the
representative. It was considered as socially ef-
fective, i.e., having an impact on society, when
the time taken to process cases was shorter
for people aged 80 years and over than for
other elderly people (60 to 79 years); and for
elderly people (= 60 years) than for mature
adults (40 to 59 years).

Data were stored in Excel® version 2013
and analysed in the R statistical program
version 3.4.3.

In relation to the judicial decisions, the
results were interpreted based on the Health
Plans Law, on the normative resolutions and
attributions of the ANS, on the consumer re-
lationship in light of the Consumer Defence
Code, on the fundamental rights provided for
in the Constitution and on the decisions of
the Brazilian Courts on actions against health
plans, as well as precedents and case law.

The study was exempted from ethical
review by the Research Ethics Committee of
the Escola Nacional de Saude Publica Sergio
Arouca/Fundacio Oswaldo Cruz (CEP/ENSP/
FIOCRUZ), number 04,/2020.

Results

A total of 1,044 court cases were identified
(figure 1). Of these, only 240 cases (23%) were
eligible for the study. There were 196 elderly (>
60 years) plaintiffs (81.7%), 75 (31.3%) of whom
were aged 80 years or older (table I). Among
the elderly, there was a higher percentage of
widowers, retirees and Brazilians in relation
to mature adults (p <0.045), with prominent
presence of those aged 80 years or more who
included an even higher percentage of widow-
ers and retirees than the other elderly people
(p £0.008).

m
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Figure 1. Diagram of the procedure for identifying court cases related to the health of mature adults and elderly people in
the Lower Courts of Justice of the State of Rio de Janeiro, in the period from 2018 to 2019

1,044 cases
identified

» 183 Decision date too early or too late

32 Access not possible
- 31 Cases only with hard copy records
- 1Case shelved

A 4

207 Ineligible plaintiff:
- 176 Outside the age range (< 40 years)
v - 31 Companies

622

» 2 ineligible defendants

620 102 Medical Rights and Actions for Compensation:
- 19 medical malpractice actions

- 1 Disqualification of physician

- 40 Mental distress claims

- 40 Pecuniary damage claims

A 4

518

278 Other ineligible claims:

- 54 Age corrections

- 53 Recovery of undue payments

- 18 Contract terminations

- 16 Contract revisions

- 40 Abusive clauses

- 3 Consumer relations

- 15 Enforcement actions

» - 10 Payment actions

- 47 Reinstatement in the health plan

- 4 Payment consignments

- 3 Declarations of no debt

- 3 Improper inclusion in the default register
- 1Inclusion of a dependent in the plan

-1 Lack of Court Jurisdiction Action

- 4 Debt Assumptions

- 2 Disclosure of Documents

- 3 Actions for category exchange/change/migration
240 - 1 Wrongful Protest

Source: Developed by the authors
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Table 1. Distribution of sociodemographic characteristics by age group of the plaintiffs in lawsuits filed at the Lower Courts
of Justice of the State of Rio de Janeiro, in the period from 2018 to 2019

Total 40to59y.0 60 andover 60to79y.0 80 andover
Characteristics N % N % N % pvalue N % N %  pvalue
Gender
Male 107 446 16 364 91 464 029 62 512 29 387 0ne
Female 133 554 28 636 105 536 59 488 46 61.3

Municipality of residence

Capital: 218 908 36 818 182 929  0.045 mo 97 71 94.7 0.624
Others 22 9.2 8 182 14 71 10 83 4 53

Marital Status

Single 4 171 15 341 26 133 0.005 17 140 9 120 <0.001

Married or consensual 101 42.0 17 386 84 429 61 504 23 307

union

Divorced 31 129 6 136 25 12.8 19 157 6 8.0

Widower 51 213 3 6.8 48 24.5 19 157 29 387

Ignored 5 21 3 6.8 13 6.6 5 41 8 10.7

Retired

Yes 187 779 16 364 7 872 <0.001 9% 818 72 960  0.008
No 53 221 28 636 25 12.8 22 182 3 83
Nationality

Brazilian 225 938 43 977 182 929 0389 16 959 66 88.0 0.073
Foreigner 15 6.3 1 23 14 71 5 41 9 120

Source: Developed by the authors.

Mature adults filed a higher percentage
of lawsuits against Amil than elderly people
(p = 0.049) (table 2). Only 17.5% of the cases
were brought by the public defender’s office.
The duty court service, which serves urgent
requests outside office hours, received 35.8%
of the judicial requests. The most used proce-
dural document was the Complaint (96.7%).
Most cases were granted (45.4%), but the
proportion of settlement or administrative
resolution was higher among mature adults
(18.2%) than among elderly people (6.6%),

while non-trial cases (23%) and deaths before
court decision (12.8%) were proportionately
higher among elderly people than mature
adults (13.6% and 4.5% respectively) but was
not statistically significant (p = 0.118), prob-
ably due to the small sample size in some
categories. Furthermore, death before trial
was proportionally higher among people aged
80 years or over (20%) than among the other
elderly (8.3%), although also not to a statisti-
cally significant degree (p = 0.134).

13
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Table 2. Distribution of the characteristics of the lawsuits by age group of the plaintiffs filed at the Lower Courts of Justice
of the State of Rio de Janeiro, in the period from 2018 to 2019

Total 40to59y.0 60 and over 60to79y.0 80 and over

Characteristics N % N % N % p valor N % N % p valor
Defendant (Private Health Plan)

Amil 140 583 31 705 109 556 0049 72 595 37 493 0.213

Unimed Rio 100 417 13 295 87 444 49 405 38 50.7
Representative
Attorney 198 825 37 841 16l 821 093 99 818 62 827 100
Public Defender’s Office 42 175 7 159 35 179 22 182 13 17.3
Duty Court
Yes 86 358 17 386 69 352 0799 44 364 25 333 0781
No 154 642 27 614 127 64.8 77 636 50 66.7
Type of Action
Complaint 232 967 42 955 190 969 0975 M7 967 73 973 100
Interlocutory relief* 8 33 2 45 6 31 4 33 2 27
Outcome of the case
Granted 109 454 20 455 89 454 018 59 4838 30 400 0134
Rejected 9 38 2 45 7 36 3 25 4 53
Merit not judged due to settle- 21 88 8 182 13 6.6 n 91 2 27
ment or resolved administratively
Merit not judged due to with- 6 67 4 91 12 6.1 7 5.8 5 6.7
drawal or abandonment
Merit not judged due to death. 27 13 2 45 25 12.8 10 83 15 20.0
Merit not judged due to proce- 7 29 2 45 5 26 3 25 2 27
dural error.
Not judged 51 213 6 136 45 23.0 28 231 17 22.7

Source: Developed by the authors.

* Urgent request before the action is brought. If granted, the plaintiff must amend such petition within 15 days or longer period as
determined by the judge. If not performed within such deadline, the case is dismissed

One 75-year-old plaintiff did not apply for
an injunction because he obtained an admin-
istrative agreement for the surgery to be per-
formed. There were also two withdrawals of
lawsuits before the injunction decision among
mature adults: one concerned the request for
hospital transfer, and the other, the perfor-
mance of examinations. Two injunctions of
elderly plaintiffs were suspended: in one, the
plaintiff committed fraud against the insti-
tution, and was criminally charged; and the
other, the judicial expert report proved that
there was no need for the provision of home
care. There were also three deaths of elderly
people before the injunction decision, but they
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were not related to the procedural claims.

Among the 232 injunctions that were as-
sessed, the majority were granted and complied
with (66.8%), and there was no statistically
significant difference between age groups (p
> 0.583). Of the injunctions granted and not
complied with, the claims were mainly related
to hospitalization or home care (38.9%); and
those denied, to surgery (24.9%) and hospi-
talization or home care (24.9%).

Of the 191 injunctions that were granted,
the health plans appealed 79 (41.4%), while
of the 41 injunctions that were denied, the
plaintiffs appealed 20 actions (48.8%); filing an
interlocutory appeal, which serves to claim the



groundlessness and, consequently, dismissal
of the injunction.

The main claim was for hospitalization
or home care services (26.3%), followed by
requests for surgery (19.2%) and medica-
tion (17.5%) (table 3). Among mature adults,

Effectiveness of the law on priority for the elderly in health claims in Rio de Janeiro

requests for medication (25%) and surgery
(15.9%) were the most common; among the
elderly aged 80 years or over, the request for
hospitalization or home care predominated
(54.7%); and among the other elderly, medica-
tion (23.1%) and surgery (21.5%).

Table 3. Distribution of the health claims by age group of the plaintiffs filed at the Lower Courts of Justice of the State of

Rio de Janeiro, in the period from 2018 to 2019

Total 40to59y.0 60to79y.0 80 and over

Claim N % N % N % N %
Hospitalisation 22 9.2 5 n4 n 91 6 80
Medication 42 175 n 25.0 28 231 3 4.0
Surgery 46 19.2 7 15.9 26 215 13 173
Transplant 9 3.8 2 45 6 50 1 13
Performance of examinations 12 50 5 n4a 6 50 1 13
Hospital Transfer 4 17 2 45 1 0.8 1 13
Hospital at home or home care 63 26.3 4 91 18 14.9 41 54.7
Supply of inputs 6 25 1 23 3 25 2 2.7
Chemotherapy, radiotherapy or haemodi- 7 29 0 0.0 5 4] 2 27
alysis

Services 7 29 1 23 4 3.3 2 27
Medical treatment 22 9.2 6 13.6 13 10.7 3 40
Total 240 100.0 44 100.0 121  100.0 75 100.0

Source: Developed by the authors.

Most of the claims were either granted
(45.4%) or have not yet been judged (21.3%).
Of the nine rejected actions, three were re-
quests for hospitalization services or home
care for elderly people aged 80 or over, two for
electroconvulsive therapy and physiotherapy,
one for elective surgery for breast reconstruc-
tion and excision of breast lesion guided by
stereotactic marking, and one for a drug not
registered with ANVISA.

In relation to surgery, 56.5% were granted,
and 13% were resolved through an agreement
between the parties or administrative resolu-
tion with the health plan operator itself, but
174% were still awaiting a judicial decision.
None of the nine requests for transplants were

denied, although three deaths occurred before
the court decision and two were still awaiting
a decision.

Of the 42 drugs requested, 10 (22.8%) were
registered with ANVISA and belonged to the
ANS list, 1 was for off-label use and was ob-
tained through agreement with the health
plan. Twenty-six drugs (61.9%) were not on the
ANS list, 5 of which were for off-label use, four
4 were granted and in one 1 case the plaintiff
died before the judicial decision. Six (14.3%)
were not registered with ANVISA, but 3 of
these were granted.

Of the 21 drugs with ANVISA registration
but not yet ANS-listed, most refer to new drugs
indicated for the treatment of cancer, such as

15
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Ibrance® (Palbociclibe) used for advanced or
metastatic breast cancer, alectinib (Alecensa®)
and pemetrexed (Alimta®) for lung cancer, and
regorafenib (Stivarga®) for metastatic or non-
resectable gastrointestinal stromal tumours
(GIST), hepatocellular carcinoma (HCC) and
metastatic colorectal cancer (CRC).

The legal effectiveness of the law on priority
for older people was high: 86% for the 60 to
79 age group and 97.3% for the special priority
of those aged 80 and over. Furthermore, in six
cases in which the lawyer did not request pri-
ority, the judge granted it on his own initiative,
five of which were in the 60 to 79 age group,
and one was a 95 year-old, increasing the ef-
fectiveness to 90.1% and 98.7% respectively.

Regarding the time it took to process the
case, the median was 13 months between as-
signment and the judicial decision, with it
being shorter for mature adults than for the

elderly (p = 0.020), but there was no statisti-
cally significant difference between people
aged 80 years or more and other elderly people
(p = 0.400) (figure 2a).

Of the 118 judicial decisions in the period,
most were published on the same day (86.4%).
Time to publication, however, was higher
among older people than mature adults (p =
0.500) and among people aged 80 years and
over than other elderly people (p = 0.700),
although the differences were not statistically
significant, probably due to the small sample
size (figure 2b). There was no statistically
significant difference in relation to the time
between the assignment of the case and the
injunction decision, both for mature adults
and elderly people (p = 0.200) and between
people aged 80 years and over and other
elderly people (p = 0.600).

Figure 2. Time curves between the assignment of the case and the court decision (a and b) and between the court decision and publication (c and d)

by age group in the Lower Courts of Justice of the State of Rio de Janeiro, in the period 2018 to 2019
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Discussion

This study identified 1,044 lawsuits in the
Lower Courts of the Rio de Janeiro State
capital, but only 240 were eligible (23%). The
identification procedure makes it impossible to
restrict characteristics and exclude aspects of
no interest to the research, making the process
more complex and time-consuming. Elderly
people constituted 81.7% of the plaintiffs, but
there was no statistically significant differ-
ence between age groups for the procedural
and socioeconomic characteristics studied,
except for those related to age, such as retire-
ment, widowhood and death while the case
was ongoing.

The study found that the law on priority
for the elderly was effective (90.1%), as was
the law on special priority for the elderly aged
80 years and over (98.7%), but there was no
social effectiveness. Legal practitioners have
complied with the legal rule, however, the
objective of the rule, which is to give proce-
dural priority to the elderly, making it speedier,
has not been achieved. In this study, mature
adults enjoyed a speedier processing time
than the elderly. In a previous study', based
on cases in the Higher Courts, neither legal
nor social effectiveness in the law of special
priority for the elderly aged 80 years or more
was observed. The authors emphasized that
the result was probably due to the short time
for which the law had been in force and to
the fact that, during the research period, the
TJRJ system only offered priority service to
the elderly when the lawsuit was being filed,
without making any distinction between the
elderly age groups.

The right of the elderly aged 80 years or
more to priority is well defined in the Statute
of the Elderly®é", but the way in which it
should be exercised is found in the Code of
Civil Procedure?, which presents distinct
interpretations. For some jurists', it should
be interpreted in a simple way, that is, simply
attaching a document that proves the age of the
plaintiff should automatically gain him/her

Effectiveness of the law on priority for the elderly in health claims in Rio de Janeiro

the right to priority. For others, the right to pri-
ority must be requested by the defendant and
granted by the magistrate after proving that
he/she is entitled to such benefit. In practice,
most of the attorneys usually request prior-
ity, including grounds for the request, in the
body of their complaint filed in the procedural
process.

In addition to these grounds, it is also very
common to find reference to this right at the
start of the action. Therefore, it can be assumed
that if the right to priority was determined
only by the simple attachment of the plaintiff’s
identification document, there would not be
this insistence shown by the representatives,
so eager to achieve such priority for the elderly.
This behaviour is not exclusive to lawyers; it
is also found in the procedural documents of
the Public Defender’s Office with the same
format of request. Currently, the TJRJ system
already supports request for priority during
registration of the procedural action by means
of informing the date of birth, as well as attach-
ing documents required for filing the lawsuit.
However, it does not provide any transpar-
ency on how the cases involving the elderly
are processed and whether priority is really
being exercised.

The effectiveness of the law on priority,
known as super-priority, engaged in health
lawsuits, proved to be totally artificial, since it
was not borne out in society; despite existing
and being valid, it failed to achieve the social
purpose for which it was produced. The law
should be created in the image of its society,
revealing its values and hopes'4, therefore, the
creation of a rule, which, even after a period
of social adaptation, is unable to uphold its
objective, is shown to be a mere theoretical
and abstract creation'. Society is therefore
required to monitor the situation and apply
pressure to ensure the effectiveness of the law.

A limitation of the study was the fact that
it was impossible to stratify the processing
time by type of claim, procedural outcomes
and urgent and emergency situations (despite
this being appreciated in the preliminary

nz
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injunctions) due to an insufficient sample size.
A higher percentage of agreement between
the parties or administrative settlement was
reached by mature adults than by elderly
people, which, in a way, reduces the time of
the procedural process.

Hospitalization or home care service was
the main claim (26.3%) and was higher among
the elderly aged 80 years or over (54.7%).
Perhaps this claim is more evident among
users of private health care plans, since the
law that provides for private health plans and
insurance'® does not include health care in
the home environment among the mandatory
coverage, only guaranteeing the provision of
some services, products and specific medica-
tion. Patients who need this service also face
the obstacle of its exclusion from the ANS list
of compulsory coverage, as well as the fact that
some health plans exclude the right to cover-
age of this procedure from their contracts. The
ANS has regulated this service, determining
that if the health plan operator offers a hospital
at home service as a substitute for hospitaliza-
tion, whether contractually provided for or
not, it must comply with the ANVISA require-
ments'” and the provisions of the Health Plans
Law', Furthermore, when there is a direct
request for home care assistance but not as
a substitute for hospital admission, such as-
sistance must comply with the contractual
provision or negotiation between the parties.

Despite these obstacles, the lawsuits filed
with this claim have been mostly successful
when there is express indication of the as-
sistant doctor. In this study, only three were
rejected. The courts generally tend to follow
the doctor’s request regarding the health
plan operator’s refusal to provide the service.
Additionally, the Sdo Paulo Court of Appeals
has been a reference for all other courts in the
country to support the request'8. The legal rep-
resentatives have also used the financial argu-
ment, that is, the costs of maintaining a patient
under hospital at home care are consider-
ably lower than those of a hospital admission,
demonstrating that it is more economically
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advantageous for the health plan itself.

The second most frequent claim was for
surgery (19.2%). One aspect to be considered
is the grace period stipulated in the contract,
since for each surgical procedure there is a
minimum time established before it can be
performed. Elective surgeries can usually
only be performed 180 days after contract is
signed. In the case of urgent or emergency
surgery, the grace period is normally 24 hours
or immediately, when there is a risk of death'®,
but these are maximum deadlines and the
health plan operator may reduce or extinguish
them to its own discretion, which is usually
used as a market strategy'. Precedent 597
of the Superior Court of Justice (STJ)2? also
considers contracts abusive if they stipulate
a grace period that exceeds 24 hours for as-
sistance in emergency or urgent cases to be
provided. However, some bills are currently
being considered in the House of Deputies
that seek to alter the Health Plans Law with
the objective of exempting the beneficiary
from complying with grace periods in urgent
and emergency cases, and to reduce the grace
period for hospitalization to 120 days?'.

Surgeries requested due to pre-existing
injuries and/or diseases follow another cri-
terion, as currently the operator conducts
a medical assessment before a health form
is completed, with it being the individual’s
obligation to inform the operator of any pre-
existing disease or injury; this does not pre-
clude requests for surgeries, but the grace time
for their performance will be longer, generally
24 months. However, there are surgeries that
are not covered at all, such as purely aesthetic,
experimental surgeries, treatments and inter-
ventions, invasive or not, without scientific
backing.

Regarding transplants, the ANS determines
the coverage of some types (kidney, cornea
and medulla) for plans that offer hospital as-
sistance, which are also obliged to cover all
related expenses?2, which extend far beyond
the surgical operation itself. Furthermore,
any candidate patient for a kidney or cornea



transplant from a deceased donor must be
enrolled at one of the Centres for Notification,
Capture and Distribution of Organs (CNCDO),
which form the single national waiting list,
coordinated by the National Transplant System
(SNT)23,

Claims for drugs corresponded to 17.5% of
the requests. The compulsory supply of drugs
by health plans is still widely discussed by
scholars, especially medications that are not
included on the ANS list and for off-label use.
In Brazil, for any medicine to be manufactured
and sold, it must be registered with ANVISA,
and to be approved, tests and analyses are
carried out to demonstrate its quality, efficacy
and safety, ensuring that the treatment has a
positive impact on the population’s health?4,
The ANS presents a list of health procedures
and events, updated every two years, with a
mandatory list of consultations, exams, surger-
ies and other procedures that must be offered
to beneficiaries. This list is destined for the
insured covered by new plans, that is, plans
contracted as of 1 January 1999 or adapted
to the law; otherwise, the coverage will be as
determined in the contract, and the beneficiary
may adapt or migrate to another plan at any
time, to be covered under the rules of the new
plans®. In the latest published list?2, there were
significant additions, such as, for example,
eight oral drugs for cancer treatment.

The discussion on the use of off-label drugs
has been a relevant topic for both public and
supplementary health. Off-label drugs are
prevalent in certain clinical situations, such
as oncology and in certain groups, such as the
elderly, pregnant women and children, due to
the difficulty and /or impossibility of conduct-
ing clinical trials among these groups?s. The
issue, however, is when the request for medica-
tion is denied by the health plan, due to dis-
tinct degrees of complexity among these types
of claims. Obtaining an ANVISA-registered
and ANS-listed drug will not be as difficult
as obtaining others, since it fits within the
legal criteria established for its request. No
request for this type of drug was refused. A
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drug registered with ANVISA but not listed
by the ANS could be interpreted as a demand
with a higher degree of difficulty to obtain,
but, on this issue, we encountered different
understandings in the courts.

Some deem that the health plan has a legal
duty to treat the illnesses provided for in the
contract, even without ANS or ANVISA rec-
ognition. Others, in turn, understand that
the ANS list is merely exemplary, and not
exhaustive, and does not constitute suitable
grounds for denying coverage. In an attempt
to pacify the matter, the fourth panel of the
STJ adopted the understanding that the ANS
list is not merely exemplary, but is a manda-
tory minimum for health plan operators?e.
Although the third panel of the same Court has
taken the opposite view, i.e., that the ANS list is
merely exemplary, the fact that a procedure is
notincluded in the list does not relieve the plan
of the obligation to pay for it if it is indicated
by the doctor to treat the illness provided for
in the contract.

With regard to the legality of the medical
practice of prescribing off-label use of drugs,
there is no legislative or deontological rule
that authorises or expressly prohibits these
practices nationwide?’. ANVISA itself pres-
ents a relativized position regarding off-label
prescriptions, informing that their use is the
responsibility of the prescribing physician,
and that it may result in a medical error, but
it recognizes that there are off-label prescrip-
tions that are essentially correct, which have
not yet been duly approved. It also adds that
it appreciates the importance of these pre-
scriptions in rare diseases, because there may
never be indications of such diseases on the
drug package insert, since they will never be
studied by clinical trials22 due to the insuf-
ficient sample size to support a study.

The fourth panel of the STJ decided that
plans must cover off-label use of medicines reg-
istered with ANVISAZ28, This decision unifies
the court’s understanding on the issue, since
the third panel had taken a similar stance, that
is, alack of specific indication on the package
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insert is not a reason for denying coverage of
the treatment. The justices understood that
offlabel corresponds to the essentially correct
use of a drug approved in clinical trials and
produced under state control, only not yet
approved for a certain treatment?s.

Regarding the professional responsible
for prescribing off-label use of drugs, the re-
porting Justice Luis Felipe Salomio ratified
that the authority to publish rules that define
when a medical treatment is experimental
comes under the exclusive responsibility of
the Federal Council of Medicine, which is
why neither the ANS nor health insurance
providers may claim this authority for them-
selves. It should be noted, however, that drugs
for experimental use must be included in an
REC-approved study, and all inputs are the
responsibility of the study sponsor.

For drugs not registered with ANVISA, the
disputes are accentuated. The study identified
six applications, one granted, one rejected,
and the others had not yet been judged. In
general, neither the State nor private health
care operators are obliged to provide medi-
cines not registered with ANVISA, since
such registration constitutes public health
protection, attesting to the efficacy, safety and
quality of drugs marketed in the country. This
public health registration cannot be consid-
ered a merely bureaucratic and dispensable
procedure, but rather an essential process for
protecting the universal right to health. For
Justice Barroso, court decisions that order the
provision of drugs that lack the proper sanitary
registration, especially when they have not
been subjected to the minimum technical tests
and criteria required, represent a serious risk
to public health?®. Faced with the absence of
information and scientific knowledge about
the possible adverse effects of a substance,
allied to a lack of ANVISA certification as to
the safety and efficacy of a drug, the judicial
decision should never be to authorise its con-
sumption3°. A majority vote decision by the
Federal Supreme Court (STF) granted excep-
tional concession when there is a delay by
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ANVISA in considering the application, for a
period longer than that provided by law?°, and
the drugis registered with renowned agencies
abroad, and there is no substitute medication
in Brazil?°. On the other hand, the STJ has
determined that the health plan operators are
not obliged to supply medicines not registered
by ANVISA332,

Furthermore, among the various marke-
teering practices that the pharmaceutical
industry uses to make profit, without doubt,
the use of the medical professional is the key
to success, not least because it is forbidden
to freely advertise drugs in Brazil to the lay
public. Therefore, this professional group
inevitably ends up leveraging, directly or in-
directly, the financial growth of this market,
since they hold the power to prescribe drugs.
The pharmaceutical industry therefore seeks
out medical professionals to persuade them
to prescribe a certain drug, and in return may
offer some advantages. Obviously, one can
find professionals who succumb to these ad-
vantages and thus start prescribing medicines
despite the existence of alternatives of similar
use or effect or appropriate cost33:34,

Final considerations

Brazil is still considered a young country, but
it has a significant population that is undergo-
ing an accelerated ageing process. This ageing
population brings with it some implications
in the socio-economic spheres of the country,
especially in the health system, both public and
private, because although ageing is not syn-
onymous with illness, the process may bring
about some weaknesses and diseases. Thus it
is of utmost importance that laws are created
that can effectively correspond to society’s
real wishes; a law that is merely a theoretical
creation will not correspond to the social will.

The laws aimed at the elderly, especially
the priority law, are extremely important,
and cannot be simply a fantasy law, but
rather an instrument of protection aimed at



this population group. The elderly need the
guaranteed right to priority that has been en-
shrined in law, as they are in a phase of life in
which the issue of time issue is of fundamental
weight, and further aggravated when they
present a health-related problem. The intro-
duction of laws that establish specific rights
seek to level social inequalities so common in
society, hence the importance of their legal and
social effectiveness being duly materialised.
Despite the limitations cited, the study
contributed to a better understanding of the
effectiveness of the law, because research that
carries out this type of evaluation so relevant
to society is rare. The academia can fulfil this
social role and, in a way, disseminate the be-
haviour of the law in society, thus contributing
to its improvement and enforcement. For now,
the results of this research reinforce the need
for further analysis to understand the effect
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produced by the rules, because although the
priority law is an important victory in the fight
for the rights of the elderly, in a society domi-
nated by ageist and prejudiced ideology, there
are still misunderstandings on the subject.
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