INCORPORATION OF NEW DRUGS INTO
THE UNIFIED HEALTH SYSTEM (SUS):
EXISTING GAPS AND EMERGING NEEDS

The scientific and technological development and the expansion of the industrial complex in the health
area do not necessarily bring more effective or financially more attractive technologies. The uncritical
incorporation of new technologies can pose serious risks to the population, as well as compromise the
sustainability of the health system. A health technology can be a medicine or equipment; a clinical or surgical
procedure; or an organizational model of health care, for example. The incorporation of technologies in the
Unified Health System (SUS) is a theme that mobilizes many interests in society, and decision-making on this
issue must be transparent and systematized.'

The Health Technology Assessment (ATS) is a form of research that assesses the use and consequences
of technologies in the short and long term. It is an ongoing interdisciplinary process that connects three
important areas: research, policy and management. The ATS studies aim to answer important questions as to
whether the technology evaluated is effective and safe, whether its incorporation is economically attractive, or
whether there are specific logistical, ethical and legal requirements for its incorporation into the health system.
Thatis, its primary purpose is to guide decision-making 1

Although the implementation of ATS is a mandatory strategy in the federal sphere of the Unified
Health System (SUS), the current guidelines are only recommendatory for the municipal sphere. Thus, the
development of ATS strategies at the municipal level should occur according to local reality. 1 In this context,
itis important to emphasize that improper incorporation of drugs can compromise the health priorities of the
population and favor the costing of irrational treatments and that contradict the principles of equity in health
and access to comprehensive and continuous therapeutic care

In the case of health technologies, such as medicines, the use of information on the costs and benefits of
health interventions can assist in setting priorities for resource allocation. * And for this, it is necessary that
the precepts of selection, programming, acquisition, storage, distribution and correct use of these inputs be
rigorously followed, in order to guarantee continuous access to the drug treatment. However, a Pharmacy and
Therapeutics Commission (CFT), which is one of the strategies used to promote and monitor the rational
use of medicines, is needed to manage the use of tools in decision-making.* In developed countries, when
there is a need for the incorporation of new technologies, these commissions have already shown that they are
fundamental, from the economic, social, and sanitary point of view. * In Brazil, the performance of the CFTs
is encouraged by the National Medicines Policy (PNM). * However, Brazilian studies point to weaknesses
in the performance of CFT's, which reflect in the selection of drugs that violate the concepts of essential and
compromise the planning and execution of Pharmaceutical Services. It is also worth mentioning that CFT's
should act in the definition of clinical guidelines as well as propose strategies for the monitoring and evaluation
of new drugs incorporated into the health system. #%7%

Regarding Pharmaceutical Services, in Brazil, the judicialization of medicines influences the process of
incorporation of medicines to be made available by the SUS, and this may interfere in a negative way in the
execution of public health policies, considering that the compliance with certain legal actions for the supply of
medicines, causes high and unscheduled expenses that jeopardize collective Pharmaceutical Services. '° On
the other hand, the updating of protocols and therapeutic practices, sometimes under pressure from judicial
processes, results in beneficial effects in order to accompany the development of health technologies. Faced
with these counterpoints, it is necessary that public management work not only in order to meet judicial
demands, but in conscientious selection of health technologies based on plausible scientific evidence and free
from conflicts of interest.

A succession of studies carried out within the management of a Brazilian municipality that incorporated
linagliptin among the antidiabetics of the basic component of Pharmaceutical Services identified that:

a) the incorporation was preceded by high judicial demand in the municipality;

b) this pharmacotherapeutic alternative is considered too costly when compared to other options
available in the SUS;

c) out of 108 patients indicated for linagliptin use, 18 (16.7%) took the drug only one month for
treatment;

d) 75 patients (69.4%) did not have access to the drug continuously for at least three months;
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e) rheeffectiveness of the drug was lower than those presented by the
clinical trials;

f) linagliptin accounted for 75.0% of total drug costs for DM2 control
in the study population.

Besides these data observed in the real world, it was verified in the
literature that:
a) Thegliptine effectiveness profile was similar or inferior to traditional
oral antidiabetics (sulfonylureas and metformin); 10

b) Sitagliptin associated with metformin is the most cost-effective
option (in this analysis, alogliptin was not considered); "

c) The vast majority of clinical trials with linagliptin available in the
literature (93.8%) have reported funding from the pharmaceutical
industry

d) Linagliptin is not present in the National Drug List (RENAME),
in addition, there is a statement from the National Commission for
the Incorporation of Technologies in SUS (CONITEC) about
this drug, which highlights the arsenal of pharmacotherapeutic
options for the treatment of DM2 already available in SUS and
emphasizes the importance of non-pharmacological measures for
the control of this disease. ' '*

In view of these data from a “municipal case” and the precepts
presented, it is essential to reduce the gap between the incorporation of
new technologies and the technical-scientific analysis before and after the
selection of a drug that will compose the list of medicines essential. Among
the needs of this incorporation process, it should be noted that:

a) therealneed of the population, considering the nosological profile;
b) other existing therapeutic options;
c) the critical analysis of existing scientific evidence;

d)  the budgetary capacity to incorporate and maintain continued
access to the drug;

e) the management’s ability to measure the clinical and budgetary
impact after the merger;

f) the coverage that the treatment will cover (or the supply of the
technology from referral protocols). !

Finally, it is important that local managers assess the need for
incorporation of new technologies within the scope of SUS based on
technical precepts and the premise that the incorporation does not
compromise the integrality and continuity of access to medicines,
especially chronic health conditions.
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