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Abstract Insulin analogues have been the object
of controversy concerning their therapeutic supe-
riority to human insulin. Perhaps, in part, because
of this, insulin analogues are frequently the subject
of lawsuits. The judicialization of health has been
well studied, but little is known about the reasons
that lead people to go to the courts to obtain ac-
cess to medicines on SUS (the Brazilian Nation-
al Health System). Therefore, this study aims to
analyze the reasons that led people to appeal to
the courts to obtain access to insulins analogues
in the state of Bahia. This is a case study based
on documentary sources. Between 2010 and 2013,
149 lawsuits requiring insulin analogues from the
state health authority were filed in the courts. The
main reasons for the appeal to the courts, cited in
the cases, can be grouped into four categories: the
users’ lack of finances, an essential need for insulin
analogue, the duty and obligation of the state to
provide them and bureaucratic difficulties. People
turned to the courts, mostly, because doctors who
accompany their patients have shifted from the
official policy, believing that insulin analogues are
better than human insulins. They also recognize
that the public health system does not distribute
them nor does it give doctors the wherewithal to
purchase them with their own resources.

Key words Court decisions, diabetes mellitus, in-
sulin, right to health
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Introduction

Insulin analogues have been the subject of con-
troversy relative to their therapeutic superiority
and in relation to regular insulin and NPH. The
Brazilian National List of Essential Medications
(Rename) includes human insulin NPH (with
intermediate action) and regular human insu-
lin (with fast action) but it does not include the
insulin analogues, be they for extended action
(Glargine and Detemir) or ultra-fast action (As-
part, Lispro and Glulisine). However, the insulin
analogues are available on the Brazilian market
and they have been the subject of frequent judi-
cial actions in Brazil*.

In the ambit of the executive arm of govern-
ment, the ‘Comissdo Nacional de Incorporacio
de Tecnologias’ (Conitec) in SUS is responsible
for making recommendations on the incorpo-
ration, exclusion or alteration of technologies
in health through the Brazilian National Health
System (SUS) and in 2014 it conducted a public
consultation with reference to the incorporation
of insulin analogues. After the consultation and
the carrying out of meta-analysis of the pub-
lished studies, Conitec published its reports n°
103 and n°114 with its recommendation of not
incorporating insulin analogues in SUS owning
to its high costs and the lack of scientific evidence
that demonstrates its therapeutic superiority in
relation to NPH and regular insulin’®.

Also, the Cochrane Collaboration reviews did
not provide results that indicate that insulin an-
alogues present relevant advantages in compar-
ison with human insulin. They showed that the
scientific debate on the use of insulin analogues
in relation to human insulin, is still controver-
sial>10.

Even with the lack of evidence on the thera-
peutic advantages of the insulin analogues in re-
lation to human insulin and despite the fact they
are not included in Rename, doctors continue
prescribing them to their patients and they have
been appealing to the courts so that the state pro-
vides these medications. In addition to this, even
without the recommendation from the Ministry
of Health, the state of Bahia has incorporated in-
sulin analogues into its state list of medications,
making its use official in 2013. This was done due
to the need to guarantee its rational use and to
reduce the budgetary impact of judicial actions''.

The phenomenon of the judicialization of
access to medications has been studied a lot in
Brazil. In general, some empirical studies have
highlighted that in Rio de Janeiro® the insulin As-

part was the most asked for medication via judi-
cial actions between 2009 and 2010. The insulin
Glargine appears amongst the three medications
that were most requested via judicial actions in
the states of Sao Paulo?, Minas Gerais*, Santa Ca-
tarina’ and Pernambuco'.

Particularly in Bahia, judicial actions con-
cerning insulin analogues have been growing
over the last few years. Between 2002 and 2008
the insulins Glargine and Aspart were amongst
the four medications most required and given by
the courts in the state’ and between 2010 and
2013 they corresponded to 91% of requests for
medications for the treatment of diabetes'.

Some studies have noted a tendency for the
initiation of judicial action for medication that
is expensive and has not been placed on the pub-
lic lists. Amongst these medications which have
been highlighted, are those developed through
advanced technology and can sometimes be
found in clinical trial phases. Medication that is
already available on the market but its not avail-
able through SUS which is the case for insulin
analogues, is also covered*>'>"7.

What has been noted is that there is no evi-
dence that justifies the incorporation of insulin
analogues and that even though this is the case,
this medication is on the state list. Can this be
the reason why people are appealing to the courts
in Bahia to have access to the insulin analogues?

Therefore, the purpose of this paper is to
identify, based on preliminary judicial action
or verdicts that have been given, the reasons
that propel people to appeal to the courts with
the view to forcing the state of Bahia to provide
insulin analogues. This will contribute towards
shedding some light on the reason for the use of
judicial actions.

Methods

This is a study supported by documentary ev-
idence on judicial actions against the Health
Secretary for the state of Bahia (Sesab) for the
provision of insulin analogues in the treatment
of diabetes. The unit of analysis was the judicial
actions against Sesab in the period from 2010 to
2013. The use of this period was justified by the
fact that from 2010 the judicial actions involving
the Secretary were digitized, making it easy to ac-
cess the data.

The collection of data was conducted in No-
vember 2014 by the Pharmaceutical Assistant
Board of Sesab which held the files for the regis-



tration of judicial actions involving medication.
It was organized by the type of medication. The
analysis of judicial actions included insulin ana-
logues which referred to the treatment of diabe-
tes and which also had the state of Bahia as the
defendant. What was excluded from the lawsuits
studied were those that referred to diabetes but
which did not have the medication as the over-
all objective and those where the medication in
question was not insulin analogues. Also, judicial
actions which did not have all of the legal paper-
work available or were illegible owing to the qual-
ity of the digitization, were excluded.

In total 325 judicial cases were identified that
had at their heart the obtaining of medication
for diabetes. Of these, five were excluded that did
not cover some type of insulin analogue. 58 were
outside of the period from 2010 to 2013 and two
had defendants who were not from Sesab. As a
result, 265 processes were selected. Subsequently
111 processes were excluded as they were either
incomplete or when digitized the content could
not be read. As a result, 149 cases were analyzed.

In order to analyze the reasons that led people
to appeal to the courts in Bahia for the provision
of insulin analogues, some delimiting changes
were made in the period from 2010 to 2013. On
the one hand the delimitation covered processes
referring to the years from 2010 to 2012 before
the incorporation of the insulin analogues by the
state of Bahia and on the other hand it referred
to 2013 after the incorporation and commence-
ment of the distribution of the insulin analogues
by the Centro de Diabetes and Endocrinologia
of Bahia (Cedeba) of Sesab. Also, defense argu-
ments from the state of Bahia through Sesab were
included in our analysis which were used while it
was the defendant in the actions covering insulin
analogues.

The following classifications were used in the
analysis of the reasons from the protagonist: (a)
an indication of the need to use the insulin ana-
logue, (b) the lack of financial resources on the
part of the plaintiff, (c) the obligation of the state
in providing insulin analogues and (d) access dif-
ficulties due to administrative issues or bureau-
cracy. This was only present in cases referring to
the year 2013 post-incorporation.

Based on these classifications, it was possible
to analyze the people’s reasons and to discuss the
reasons for judicialization of access to insulin an-
alogues in the treatment of diabetes in Bahia in
the period between 2010 to 2013.

Lastly, it should be noted that this study ad-
hered to the ethical criteria that is required for

conducting studies of this nature which involves
humans. We followed the recommendations of
the Resolution n° 466/2012 from the Conselho
Nacional de Satdde. It should also be noted that
the collection of data was carried out after formal
authorization was given by Sesab and the study
was approved by the ethics committee at the
Instituto de Saude Coletiva of the Universidade
Federal in Bahia.

Results

Of the 149 actions selected for analysis, 24
(16.1%) were started in 2010, 37 (24.8%) in
2011, 55 (36.9%) in 2012 and 33 (22.2%) in 2013.
The most common reason was a lack of finan-
cial resources of the plaintiff which was the case
in 117 cases. What followed was: the indication
of the need to use insulin analogues (71 cases),
the obligation of the state to provide the insulin
analogues (54 cases) and the access difficulties to
insulin analogues caused by administrative issues
or bureaucracy (26 cases) (Chart 1).

In the 149 cases that were analyzed, the state
of Bahia argued that in actions covering the pe-
riod from 2010 to 2012, it was not legally obliged
to make insulin analogues available as: (a) neither
the Official Notice MS n° 2583/07 that provides
guidance to SUS with reference to the treatment
of diabetes, nor Rename and the state list of med-
ications covered insulin analogues and (b) the
scientific journals have not provided any proof
of the therapeutic superiority of insulin ana-
logues to regular insulin and NPH. In the actions
referring to the year 2013, post-incorporation,
the argument existed that the Cedeba dispensed
insulin analogues in accordance with the defined
clinical protocols and therefore the user should
go there for the complete treatment which was
not restricted to a pharmacological approach.

Discussion

The demand for insulin analogues through judi-
cial means grew in the period between 2010 to
2012, following the tendency of growth demon-
strated in the previous years". However in 2013
the number of actions fell in relation to the pre-
vious year. This can be explained due to the in-
corporation of the insulin analogues by Sesab in
that year.

Insulin analogues are expensive medications
that require the person that needs them to be
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Chart 1. Peoples’ reasons for appealing to the courts in Bahia on the issue of insulin analogues.

Reasons

Arguments

A lack of financial resources on the
part of the plaintiff.

The plaintiffs argued that they did not have money to foot the bill for
the medical fees as the insulin analogue medications were expensive
or paying for such medications could put at risk the covering of their
domestic expenses.

They also mentioned having to take leave from their work due to
complications presented by the disease and the lack of the medication
which reduced even further, their financial ability to purchase it.

Indication of the need to use insulin
analogues.

Based on the prescriptions or the medical reports, they stated that the
insulin distributed by SUS was not effective causing serious glycemic

oscillations, severe hypoglycemia and hyperglycemia crises and it put
their health at risk.

They also affirmed that no medication for diabetes that had been made
available by SUS resulted in a satisfactory therapeutic response. They
highlighted that the medical report should take precedent over clinical
and scientific studies.

They added that the application of the insulin analogue in the form of
a pen was less invasive which was not to do with mere convenience but
was important for the health of the diabetic person.

The obligation of the state in the
provision of insulin analogues.

They argued that health care is the right of everyone, as documented in
the Federal Constitution.

The fact that insulin analogues are not a part of the SUS medication
does not take way the state’s duty and obligation in providing it as the
right to life and dignity surpasses administrative standards.

The Public Authority has the duty and obligation of providing
medication that is essential to the health of a person in need. They must
be those that are the most adequate and efficient for the preservation of
the life of the diabetic person.

The provision of health resources by the state can be viewed as the right
of a consumer.

In the actions in 2013 some plaintiffs alleged that the fact that Sesab
had brought into force the Official Notice n° 1603 of 2012 that set out
the criteria for the distribution of insulin analogue was to recognized
the obligation to make the medication available. And the fact that

the Centro de Diabetes and Endocrinologia in Bahia (Cedeba) exists,
attests to the fact that Sesab is responsible for the dissemination of the
treatment that is recommended by doctors.

And the non-provision of medication is a form of negligence on the part
of the state towards health care and a lack of or poor service provision
which demands the intervention of the courts.

Access difficulties due to
administrative or bureaucratic
issues.

They justified appeals to the courts as a means to speed up the receipt
of the medication as waiting on the Cedeba register could last for long
periods of time.

The residents on the outskirts of the city that took actions did not have
the wherewithal to travel to the city of Salvador every month to receive
their insulin.

In twelve cases, it was noted that the administrative route was taken to
obtain the medication from Sesab, but there was no success.

in a good financial position to purchase them.
The ‘Instituto de Pesquisa Econémica Aplicada’
(IPEA) demonstrated that medication expens-
es for Brazilian families is the main component
for health spending by Brazilian families which

Therefore, high prices, the low incomes of fami-
lies and the lack of availability on SUS of the in-
sulin analogues especially in Bahia by 2012, were
the main reasons that led people to take judicial
action in this area. A lack of financial resources

is higher amongst families with lesser incomes'®.  was the most common reason.




Some studies'*?!

suggest that judicialization
provides benefits for citizens who are financially
better off and as a result makes the problems of
access to health worse. This study, to the contrary,
converges with the study by Ventura et al.* that
identified that the majority of people on a low in-
come were amongst those who were the plaintiffs
in judicial actions.

Even in the face of a lack of scientific evi-
dence concerning the superiority of the insulin
analogues over human insulin®', the doctors
prescribed them including for patients who were
not in a good financial position to purchase them
outright. In the prescriptions or doctors’ reports
that would reinforce the lawsuits, they alleged the
necessity of the patient in using the insulin ana-
logues even though there was no proof to justify
their choice. What drew our attention here was
the use of the argument that the doctors’ report
should prevail over the findings from clinical and
scientific studies (Chart 1).

This position is worrying in so far that these
lawsuits are successful without these arguments
ever being questioned. With effect, several stud-
ies have shown that medical prescriptions are
accepted as sufficient proof by the courts (incon-
testable and legitimate) of the need for use in re-
lation to innumerable medications'>***.

Certainly, the prescription and the medical
reports are and should be fundamental elements
for allowing the courts to take their decisions.
However, it is common to find inadequate pre-
scriptions sometimes involving, as a negative
consequence, the involvement of the pharma-
ceutical industry acting with doctors through its
representatives, which provides publicity for its
medication and it finances congresses amongst
other benefits offered®.

The ‘Conselho Nacional de Justica’ (CNJ) has
already expressed its concern in this area. In one
of its statements approved in its I Congress on
Law and Health that took place in 2014 (which
was the 15th congress) it stated that for medical
prescriptions to be adequate, any necessary treat-
ment or medication must be given containing its
Brazilian Common Denomination (DCB) or In-
ternational Common Denomination (DCI) as its
principal asset, followed by (when relevant) the
reference name, dosage, mode of administration
and the treatment time®.

Curiously, Sesab defense argument did not
question the sufficiency of the medical prescrip-
tion as proof of the need for insulin analogue or
its obligation to provide it. They restricted them-
selves to affirming that insulin analogues do not

have therapeutic superiority in relation to NPH
or regular insulin available on SUS and they are
just an equivalent therapeutic alterative. They
sought to persuade the courts that there was no
negligence in the treatment of diabetes in the way
that they recommended.

In the period from 2010 to 2012 in 54 law-
suits, the plaintiffs justified their demands stating
that the duty and obligation of the state was to
provide insulin analogues. Pepe et al.”” reminds
us that the state does not just have the obligation
to guarantee access to medication, but also and
more importantly, it must guarantee the protec-
tion of the population’s health.

In this way when the courts accept the argu-
ment that the state has the obligation to provide
medication just based on a medical prescription
independent of what exists in the public health
system (Chart 1), it may be putting the patients’
health at risk. Therefore, the need for greater un-
derstanding by the courts of health policies that
are in force, is clearly needed which includes pol-
icies on medications.

Throughout the total period that was ana-
lyzed, there were different positions from Sesab.
Initially the Secretary defended itself arguing
that there was therapeutic equivalence between
human insulin and the insulin analogues and
that it did not have the responsibility for distrib-
uting them, as this had not been set out by SUS.
Subsequently in 2013, it incorporated the insulin
analogues'' on its list with the justification that it
sought to widen access to it and to guarantee the
rational use of the medication.

It is worth adding that the incorporation of
the insulin analogues by Sesab has been accom-
panied by the adoption of the technical protocol
for its distribution'. On bringing this protocol
into force for the treatment of diabetes, in addi-
tion to providing standards for access, the Sec-
retary had as its objective, the reduction of the
budgetary impact of lawsuits. This is because
procurement based on specific volume, made it
possible to obtain better prices when compared
to isolated purchases in each case. However, con-
trary to that which had been expected, this did
not stem the tide of lawsuits in the first year of
it being in force, even though it did manage to
reduce the amount of cases.

In practice, what could be seen in the lawsuits
in 2013 was that the criteria established by the
protocol was not met due to: incomplete doc-
umentation or the clinical state of the patient.
As a consequence, Cedeba did not make insulin
analogues available. The patients then appealed
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to the courts using the arguments of the need to
use insulin and the access difficulties caused by
administrative issues or bureaucracy. Also, the
plaintiffs’ resident on the outskirts of the city
argued that the centralized distribution done in
the city capital, hindered their access when taking
into consideration travel costs for every month to
the city of Salvador.

In this aspect, it should be remembered that
the decentralization of pharmaceutical assistant
actions including the distribution of medication,
is an integral part of the health policies. However,
Sesab could facilitate access for the patients living
on the outskirts of the city, decentralizing the as-
sistance for diabetics. This initiative would most
definitely reduce the number of lawsuits related
to this medication.

Macedo et al.' concluded, as is the case in
this study, that the bureaucratization of the phar-
maceutical services and the centralization of the
distribution, made access to the medication dif-
ficult principally for the underprivileged in so-
ciety, which forced users to take legal action. In
a similar vein, Sant’Ana et al.* affirmed that the
judicial actions are seen as a faster route that is
less bureaucratic and more beneficial in terms of
gaining access to medication.

It is worth emphasizing however, that the
administrative procedures do not necessari-
ly represent bureaucratic obstacles. In this way
Sant’Ana” expresses regret, for example, that the
judicial decisions accept the theory that the clini-
cal protocols and therapeutic guidelines are mere
bureaucratic formalities.

The analysis of the reasons that lead people
to take legal action in Bahia to obtain insulin an-
alogues, shows that the phenomenon of judicial-
ization in health is both complex and multi-de-
terminate. One of the conditioning factors most
definitively refers to constitutional legitimation
of the principle of health care as a right for all
and the obligation of the state. With this in mind,
legal formalization of the principle will create a
favorable environment for social mobilization
which has as a resource the courts, which can be
one of its strategies.

Also, the incorporation of insulin analogues
by the State of Bahia goes against their own de-
fense arguments from Sesab given some years
prior to 2013. This has generated ambiguity in
public policies in as much as the sphere of gov-
ernment (the state in the case of Bahia) has in-
corporated on its list, a class of medications
whose incorporation is not recommended”® by
the sphere responsible for the national coordina-
tion of policies (the Union).

Thus, the incorporation of insulin analogues
into SUS has become even more controversial.
Firstly, the position of the doctors goes against
what the clinical studies®'* have shown which in-
dicates that insulin analogues do not present any
relevant advantages over human insulin. Second-
ly, the SUS managers have differing positions.
While the Ministry of Health understands that
this is not the case of incorporating insulin an-
alogues into the public health system, the man-
agers in Bahia have decided to incorporate them.

As prescriptions or medical reports make up
the basis for the arguments of those that appeal
to the courts, the aforementioned are accepted
by the courts as sufficient proof of the need for
medication. Favorable verdicts are given to the
plaintiffs and in this way SUS is required to make
insulin analogues available. In this way, the con-
viction of the doctors concerning the therapeutic
superiority of insulin analogues vis-a-vis regular
and NPH insulin is the principal reason for ap-
peals to the courts seeking access to this medi-
cation.

Final Considerations

The reason for appeals to the courts for obtain-
ing the provision by SUS of insulin analogues
that was most commonly found in the lawsuits
against Sesab, was the lack of financial resources
on the part of the plaintiffs. This was the case for
the whole period that was analyzed between 2010
to 2013.

Management failures, especially those related
to the centralization of the distribution of medi-
cation, made access to the insulin analogues dif-
ficult after its the official incorporation by Sesab.
This constituted an important reason for appeals
being made to the courts in lawsuits in 2013.

However, it is clear that the strong belief of
the prescribing doctors concerning the thera-
peutic superiority of the insulin analogues which
is not backed up by scientific proof, is the mo-
tivating and principle reason for judicialization
involving this medication in Bahia.

In this way, tackling this judicialization phe-
nomenon for insulin analogues essentially re-
quires a construction of a consensus between the
medication prescribers and the health care man-
agers on the existence or not of therapeutic su-
periority of these insulin analogues in relation to
regular insulin and NPH. If it is agreed that insu-
lin analogues are better, SUS should use them. If
the contrary is the case, the prescribers must ad-
here to the current protocols and guidelines that



do not set out the use of the insulin analogues.

It is worth remembering that the formation
of a consensus requires there to be a resolution
in the divergence between the SUS managers and
the different spheres of government in relation
to incorporation or not of the insulin analogues.

With reference to management failures, a
solution does not appear to be easy to obtain. We
are dealing with the decentralization of insulin
analogues and the maintenance of flexibility and
updated protocols. These are things that the Sec-
retaries in health know about and can tackle.

Lastly, it is necessary that in the deci-
sion-making process on the provision of medi-
cation, the courts should give decisions that are,

at the very least, based on prescriptions that have
been adequately made in accordance with their
own ‘Conselho Nacional de Justiga), taking into
consideration the available alternatives on SUS
and the clinical protocols that are in force.

To make headway in the construction of
this consensus, those that must be involved in-
clude the prescribers, the health care managers,
the law officials and the Ministry of Health that
covers Conitec. Having all of the aforementioned
involved will allow for advances to be made in
this debate being a large scale initiative. It would
certainly be a worthwhile initiative in the sense
of ensuring the most safe and effective treatment
for those who are diabetic.

Collaborations

ES Lisboa contributed to setting the scope of this
paper as well as: analyzing and interpreting the
data, redrafting this paper and approving the fi-
nal draft. LEPF de Souza contributed to setting
the scope of this paper as well as: providing a crit-
ical review and approving the final draft that was
published.
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