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Abstract

Objective: To analyze the profile of applicants requesting the incorporation of health technologies
into Brazil’s Unified Health System in 2023. Methodology: A qualitative-quantitative approach, with
exploratory, documentary, and descriptive analysis, featuring analytical and retrospective
characteristics regarding the requests submitted to the National Committee for Health Technology
Incorporation between January and December 2023. Secondary data were used, and documentary
analyses were conducted. Results: A total of 55 technology incorporation requests were evaluated,
81.8% of which were related to medications. Among internal and external demands, external requests
predominated, especially those from the pharmaceutical industry. Final Considerations: The study
indicates that, in 2023 (based on a small and non-generalizable sample), there was a slight
predominance of external applicants to the public health policy management requesting health
technology incorporation into the Unified Health System, with more favorable recommendations for
medications.

Keywords: Unified Health System; Health Technologies; Health Policy.
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Objetivo: analisar o perfil dos demandantes pela incorporagdo de tecnologias em saude no Sistema
Unico de Satde, do Brasil, no ano 2023. Metodologia: Abordagem qualiquantitativa, com analise
exploratoria, documental e descritiva, com caracteristicas analitica e retrospectiva acerca das
demandas submetidas 2 Comissdo Nacional de Incorporagdo de Tecnologias no Sistema Unico de
Saude, entre janeiro e dezembro de 2023. Foram utilizados dados secundarios e realizadas analises
documentais. Resultados: foram avaliadas 55 solicitagdes de incorporacdo de tecnologias, sendo
81,8% relacionadas a medicamentos. Entre as demandas internas e externas detectou-se predominancia
das solicitagdes externas, em especial da industria farmacéutica. Consideracées Finais: o estudo
denota, que no ano 2023 (mostra pequena e niao expansivel), houve leve predominancia de solicitantes
externos a gestdo da politica publica de saude por incorporagdo de tecnologias em saude, no Sistema
Unico de Saude, com mais recomendagdes favoraveis para medicamentos.

Palavras-chave: Sistema Unico de Satde; Tecnologias em Saude; Politica de Satde.

Resumen

Objetivo: Analizar el perfil de los solicitantes de incorporacion de tecnologias en salud al Sistema
Unico de Salud de Brasil, en el afio 2023. Metodologia: Enfoque cuali-cuantitativo, con analisis
exploratorio, documental y descriptivo, con caracteristicas analiticas y retrospectivas sobre las
solicitudes presentadas a la Comisioén Nacional de Incorporacion de Tecnologias en el Sistema Unico
de Salud, entre enero y diciembre de 2023. Se utilizaron datos secundarios y se realizaron analisis
documentales. Resultados: Se evaluaron 55 solicitudes de incorporacion de tecnologias, de las cuales
el 81,8% estaban relacionadas con medicamentos. Entre las demandas internas y externas, se observo
una predominancia de las solicitudes externas, especialmente de la industria farmacéutica.
Consideraciones Finales: El estudio indica que, en 2023 (con una muestra pequefia y no extrapolable),
hubo una leve predominancia de solicitantes externos a la gestion de la politica publica de salud para
la incorporacion de tecnologias en salud en el Sistema Unico de Salud, con mas recomendaciones
favorables para medicamentos.

Palabras clave: Sistema Unico de Salud; Tecnologias de la Salud; Politica de salud.

Introduction

Brazil’s Federal Constitution, promulgated in 1988, established health as a right of all and a duty
of the State, imposing the obligation to ensure universal and equal access to assistance and the
provision of care through so-called health technologies, which include medicines, procedures, products
and protocols used in the provision of care to the user(".

The World Health Organization (WHO) understands that “health technologies” refer to the use
of knowledge and skills in the form of devices, medicines, vaccines, procedures and systems developed
to solve a health problem and improve quality of life®. Therefore, understanding their incorporation
into systems that provide access to health actions and services is relevant.

Under this logic, the incorporation of health technologies into the Unified Health System (SUS)
represents a crucial aspect for improving the quality of health services in Brazil. It reflects a continuous
effort to align technological innovation with public health needs, in accordance with the principles of
the SUS, such as equity and universality.

In recent decades, important challenges have been overcome by the National Health Technology
Management Policy (PNGTS), which establishes guidelines for the assessment and management of
technologies, with the aim of maximizing the positive impact on health and optimizing available
resources®. The importance of integrating robust Health Technology Assessment (ATS) criteria - a
systematic process for analyzing the properties, effects and impacts of technologies used in the health
area, such as medicines, equipment, procedures and organizational systems - into decisions on
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incorporation into the SUS, with an emphasis on transparency, social participation and the financial
sustainability of the system®.

With the constant advance of technological innovations, from medical therapies to diagnostic
equipment and processes, the ability to integrate them effectively and ethically has become essential®).
Ordinances GM/MS N°. 152(® and GM/MS No. 3,323 of 20067 revoked and consolidated by GM/MS
Consolidation Ordinance N°. 5 of 2017® established an important milestone by introducing strict
guidelines for the evaluation and incorporation of these innovations, prioritizing patient safety, the
effectiveness of interventions and economic viability.

The regulation of the incorporation of technologies into the SUS began with the creation of the
Ministry of Health’s Commission for the Incorporation of Technologies (Citec), made up of members
of the Health Care Secretariat (SAS), the Health Surveillance Secretariat (SVS), the National Health
Surveillance Agency (Anvisa) and the National Supplementary Health Agency (ANS)®.

In 2011, Citec was expanded and renamed the National Commission for the Incorporation of
Technologies into the SUS (Conitec), established by Law No. 12.401/2011, which provides for the
incorporation, exclusion or alteration, within the scope of the SUS, of new medicines, products and
procedures, as well as the establishment or alteration of clinical protocols and therapeutic guidelines,
under the responsibility of Conitec, as a body linked to the Ministry of Health®.

In 2024, Conitec operates through two forums: the Plenary and the Executive Secretariat. The
Plenary holds monthly meetings to assess demands for the incorporation, exclusion or alteration of
technologies, as well as updating the National List of Essential Medicines (Rename). The Executive
Secretariat, which is linked to the Department for the Management and Incorporation of Health
Technologies (DGITS) of the Secretariat for Science, Technology and Innovation and the Health
Economic-Industrial Complex (SECTICS), provides technical and scientific support for evaluations,
with the support of a network of institutions, such as hospitals and universities, which carry out studies
in line with DGITS' demands®-.

Since the creation of Conitec, the process of incorporating health technologies has undergone
substantial changes, influencing both the dynamics and the quality of the insertion of new products
into the SUS. One of the criteria adopted by Conitec for the incorporation of new technologies is the
analysis of the cost-benefit ratio, which ensures that the technologies incorporated present evidence of
effectiveness combined with economic viability. The importance of analyzing the cost-benefit ratio is
clear, especially after the year 20229 given the recent change in the rule, the feasibility analysis, and
the significant potential impact on public health and demand for significant public resources!*-!%,

The incorporation of technologies is one of the main factors responsible for increasing the costs
of health systems, especially industrialized products such as medicines!. In the SUS, annual spending
on health products and technologies exceeds R$20 billion!?. In 2023, up to the month of July,
spending on medicines was approximately R$ 1.4 billion!?. Despite the high cost involved, the
process of incorporating health technologies is fundamental to improving care and ensuring equitable
access to innovations that benefit the population.

Given this scenario, it is essential to analyze the characteristics of the process and monitor the
profile of the incorporation of technologies into the SUS. This information is in the public interest and
helps managers to qualify decisions, correct deficiencies in the process and make efficient use of
resources.
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This article analyzes the main requesters for the incorporation of health technologies at Conitec
in 2023, focusing on the technical, strategic and managerial importance of this identification for the
SUS. The institutional profile of the requesters - such as public bodies, trade associations, universities,
manufacturers or civil society - makes it possible to strengthen the transparency and governance of the
decision-making process, increasing the legitimacy of decisions and facilitating control strategies.

The article aims to stimulate debate on the causal link between the request for incorporation of
a health technology into the SUS and the interests of the respective applicant, as a way of encouraging
the adoption of strategies that promote democratic and evidence-based processes.

Methodology

This is a qualitative-quantitative study!>'® using exploratory techniques!!”'® and narrative
analysis - applied to the data'!” with analytical and retrospective characteristics, on the demands
submitted to Conitec, whose decisions were handed down between January 1, 2023 and December 31,
2023.

The choice of 2023 as the period for data analysis is justified by the following characteristics: (1)
it is the first full year after the most critical phase of the Covid-19 pandemic; (i1) it allows us to observe:
(a) the post-pandemic impacts; (b) the reorganization of health services regarding the incorporation of
technologies into the SUS; and (c) the resumption of non-emergency care, as possible influences on
decisions about the incorporation of new technologies, drugs and procedures into the SUS, in (d) a
period free of pandemic restrictions, (¢) with greater stability in data collection and technical and
political decisions®?.

Data was collected between September and October 2024, by searching secondary sources and
analyzing documents such as technical reports, reports for society, reports with technical-scientific
contributions in the content available for free and unrestricted access on the official website®!
maintained by Conitec.

The analysis began by searching the Conitec databases through the panels of demanded
technologies issued in the period®? as: (i) incorporation and (ii) non-incorporation, according to
decisions issued by Conitec.

Next, data was extracted from the panels monitoring demands for the incorporation of
technologies, to categorize them, as designated by Conitec, into: (i) medicines (conventional
medicines, vaccines, chemotherapy and biologicals), (ii) procedures (surgical procedures, care
procedures, imaging tests, laboratory tests and others) and (iii) products (devices, equipment and
supplies used in health care), so that it was possible to correlate demanders and technologies®?.

Once the technology categorization phase had been completed, the demanders within the SUS
(Ministry of Health and related bodies) and external (pharmaceutical industry, associations,
universities and laboratories) were identified - thus divided according to administrative institution.
Subsequently, the clinical areas related to the incorporation claims were analyzed, with a view to
analyzing the incidence of favorable recommendations. This logical thread led to the following
analysis.

Results and discussion

In 2023, Conitec analyzed 55 reports on technologies demanded, referring to requests for the
incorporation of health technologies, with a favorable or unfavorable outcome, as shown in Table 1.
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Of the 55 reports analyzed, 45 (81.8%) were related to medicines, denoting this technology as
the majority in the period analyzed. With regard to the requesters, there were 26 internal requests
(47.3% - considering the group made up of: secretariats, agencies and public institutions from the three
spheres of government linked to the Ministry of Health) and 29 that relate to external demand (52.7%
- considering the group made up of: individuals and/or private law companies), notably with a small
difference.

Of the total analyzed, 52 (94.5%) technologies were submitted to the public consultation process,
revealing a space for participation that is institutionally available to interested parties, as required by
current legislation.

It should be noted that public consultation is an essential stage in the process of incorporating
health technologies into the SUS, as it promotes transparency, social control and the participation of
the various players (health professionals, patients, researchers and managers). It allows for the
technical improvement of proposals given the possibility of adding contributions that reflect the real
needs of the population, favoring more legitimate and equitable analysis and decisions. By broadening
the information base and considering multiple perspectives, public consultation strengthens the
effectiveness and representativeness of Conitec’s decisions®*27).

Table 1. Profile of decision reports related to demands for the incorporation of health technologies

in 2023
Variables Total %
Type of Technology
Medicines 45 81,8
Procedure 8 14,6
Product 2 3,6
Demand
Internal 26 47,3
External 29 52,7
Public consultation
Yes 52 945
No 3 5,5

Source: author according to Conitec data.

Table 2 shows the distribution of the types of technology whose incorporation was requested by
Conitec in 2023, according to the origin of the demand. It can be seen that of the requests submitted
by internal demands, 73% corresponded to “medicines” and 27% to “products”. Of the external
demands, 90% were for “medicines”, 7% for "products' and 3% for 'procedures'.

Most of the claims focused on 'medicines', both internal and external. With regard to 'procedures’,
claims accounted for 27% of internal claims, compared to only 3% of external claims; while 'products'
were exclusively the target of external claims, at 7%.

The data suggests that external demands focus on medicines, while internal demands are more
diverse in terms of technology incorporation, which may indicate the variability of interests, technical
capacities and institutional priorities in the incorporation process.
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However, it is noteworthy that both internal and external demands prioritized the request for the
incorporation of medicines, which confirms the trend indicated by Santos, in 2021, of centralization
of proposals in pharmacological interventions®® especially when compared to Table 3.

Table 2. Type of technology, according to the Conitec applicant, in 2023

Demand Medicines Procedure Product Total
n % n % n % n %
Internal 19 73 7 27 0 0 26 100
External 26 90 1 3 2 7 29 100

Source: author according to Conitec data.

Table 3 shows Conitec's decisions in 2023 on different types of health technologies, broken down
into 'medicines’, 'procedures' and 'products', and classifies each type according to whether they were
'incorporated' or 'not incorporated' into the SUS. It should be pointed out that this study focuses on the
profile of the applicants, which is why the technical justifications behind Conitec’s decisions to grant
or not grant the request for incorporation were not analyzed insofar as they are not directly related to
the identity of the applicant.

According to Souza and Souza®” incorporation takes place when the requests refer to drugs that
demonstrate significant clinical efficacy and cost-effectiveness, in line with the criteria established by
Conitec, reflecting a careful selection that seeks to optimize the available resources, ensuring that only
the most beneficial therapies are made available to the population.

The analysis showed that: (i) there were 45 decisions on 'medicines' in 2023, 25 of which were
in favor of incorporation, representing 55.5% of the total number of decisions issued; (ii) six decisions
in favor of incorporating 'procedures', representing 75% of the total number of decisions related to this
group; (ii1) among the medicines evaluated, 44.5% (n=20) were not approved for inclusion in the SUS;
(iv) among the procedures, 25% (n=2) were not incorporated; (v) in the 'products' category there were
no decisions in favor of incorporation; (vi) among the requests for incorporation of 'medicines', 44.5%
(n=20) were not approved for inclusion in the SUS.

This means that, proportionally, the majority of decisions to incorporate were in favor of the
group of procedures. Based on the general rules, the percentage of incorporation (75%) can be
attributed to the clinical relevance of the procedures evaluated and their ability to meet priority
epidemiological demands, as well as possibly having a good cost-benefit profile. On the other hand,
the number of procedures not incorporated may be due to factors such as insufficient robust clinical
evidence, high costs or a lack of adequate infrastructure to implement these technologies in the public
health system®32),

With regard to 'products’, the general rule remains valid and the fact that 100% of demand is not
approved may indicate that criteria relating to efficacy, safety or economic viability are not met,
especially in the case of medical equipment that requires significant investment and ongoing

maintenance®®29.
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Although the above statements have a connection with the macro-criteria for incorporating
procedures into the SUS, establishing a causal determinant between the analysis and decision of
requests to incorporate 'medicines', 'procedures' and 'products' and their respective claimants would
require further research. In this respect, the need for studies that establish a causal link between the
criteria and grounds for the decision (whether or not to incorporate medicines, procedures and
products) and the internal or external requesters, highlights the complexity of this type of research and
is intended to provoke debate on the subject.

Table 3. Type of technology according to Conitec's decision in 2023

Type of Medicines Procedure Product
Technology n % n % n %
Incorporated 25 55,5 6 75 0 0
Not 20 445 2 25 2 100
incorporated
Total 45 100 8 100 2 100

Source: author according to Conitec data.

Table 4 shows data on the type of technology assessed by Conitec in 2023, according to the
applicant, divided between total decisions and the number of incorporations. The claimants listed
include the pharmaceutical industry, internal Ministry of Health bodies, associations, universities and
laboratories.

It was noted that in 2023: (i) the pharmaceutical industry submitted 22 requests for incorporation,
of which 50% were granted, corresponding to 35% of all incorporations made; (ii) the Ministry of
Health's internal bodies submitted 26 requests for incorporation, of which 16 were granted,
representing 52% of all incorporations made; (iii) universities and laboratories submitted two requests,
which resulted in incorporations representing 6% of the total and despite the low frequency, the success
rate in incorporations was 100% for each of these applicants; (iv) associations submitted five requests,
corresponding to 9% of the total, with 6% being granted.

Table 4. Technologies by type of applicant and decision in 2023

Applicant Decisions Recommendation by
Incorporation

n % n %
Pharmaceutical 22 40 11 35
industry
Internal bodies of the | 26 47 16 52
Ministry of Health
Associations 5 9 2 6
Universities 2 1 3
Laboratories 1 2 1 3
Total 55 100 31 100

Source: author according to Conitec data.
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Table 5 shows data on the technology incorporated according to the origin of demand (internal
or external) in 2023.

According to the Ministry of Health and the Conitec evaluation process, decisions to incorporate
medicines and therapeutic procedures are based not only on efficacy, but also on the ability to meet
high-prevalence demands. For the most part, the incorporations reflect a response to the growing
demand for effective and cost-effective health technologies, which is fundamental to guaranteeing the
sustainability of the SUS®?3-2%:29-3D),

Conitec’s structure, recently improved to make evaluations more specific and transparent, also
highlights the role of the Medicines Committee in conducting focused analyses, allowing the
incorporation of medicines to be more comparable in terms of results and economic efficiency®?. It is
also important to note that the adoption of rigorous criteria for the evaluation of new technologies is
crucial for the sustainability of the public health system. Incorporating high-cost technologies without
clear benefits can jeopardize the budget and limit equitable access to care, a concern that is reflected
in the selectivity observed in relation to products®?.

The data shows that the Ministry of Health’s internal bodies and the pharmaceutical industry
were the main requesters of new technologies, accounting for 87% of the requests.

With regard to internal demands, 11 drugs were incorporated, representing the majority (69%)
of internal incorporations, and five procedures, corresponding to 31% of the total. It is inferred that
these internal demands are better aligned with public health priorities, while requests from the
pharmaceutical industry may denote commercial interests and innovations in drug therapies. With
regard to external demands, it was observed that the group of medicines is responsible for most of the
incorporations'¥ representing 93% of the total, i.e. a significant percentage.

The data reveals a difference between incorporations for internal demands, with a higher
proportion of procedures (31%) compared to external demands (7%).

The difference in the origin of the requests - internal (47.3%) and external (52.7%) - reflects on
the influence of the private sector in directing requests for the incorporation of new technologies. This
sector contributed 40% of requests and 35% of incorporations, while the Ministry of Health's internal
bodies led the way with 47% of requests and 52% of incorporations.

The influence of the private sector, especially the pharmaceutical industry, on the direction of
new technologies is a phenomenon observed in similar health systems, where commercial interest can
lead to a disproportionate emphasis on drug treatments to the detriment of other innovations%-39,

Characterizing the relationship between the cause of action for incorporation and its respective
plaintiff brings with it a list of hypotheses: a) internal bodies seek to broaden access to treatments that
impact on government priorities, based on economic viability and proven efficacy; b) the
pharmaceutical industry seems to be making efforts to introduce new drugs that cater for specific
therapeutic niches and that may be financially advantageous in the long term; b) associations present
proposals with possible restrictions or less compliance with the criteria for incorporation; d)
universities and laboratories present few requests, although they are specific or rigorously
substantiated; e) the lack of incorporation of “products” may be related to strict cost-effectiveness
criteria and the perception that not all products offer sufficient clinical benefits to justify their costs.
However, none of these possibilities is capable of determining the causal relationship between the
applicant and Conitec’s decision on the incorporation request, without specific studies on this.
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By establishing strict evaluation criteria, Conitec contributes to the incorporation of technologies
that meet both clinical efficacy and financial sustainability®?. The integration of these criteria
combined with increased transparency and social participation can strengthen the legitimacy and public
acceptance of Conitec’s decisions, aligning them with the needs of SUS users.

Although it is not the focus of this study, although it does concern Conitec, the creation of a
centralized ATS structure raises debates and different analyses about its potential contribution to public
health management, aligning research and public policies and ensuring that technological advances
benefit the population in an equitable and sustainable manner®®.

It is important to monitor the challenges involved in the proposal to integrate different regulatory
bodies and the need to adapt the health system to structural changes. If implemented, this proposal
could change the profiles of technologies and of those demanding their incorporation.

Table 5. Type of technology incorporated according to demand in 2023

Incorporations Demand Medicines Procedure Product Total
n % n % n % n %
Internal 11 69 5 31 - - 16 100
External 14 93 1 7 - - 15 100

Source: author according to Conitec data

According to table 6, Hematology was the clinical area in which the most decisions were made
in 2023®followed by infectology® and oncology®® adding up to around 42% of the total number of
decisions taken by Conitec, whether or not to approve incorporation.

Among the most benefited areas, infectious diseases had 100% of technologies incorporated,
corresponding to 6 decisions to incorporate medicines in the period analyzed. Oncology followed with
3 decisions to incorporate medicines, corresponding to 60% of the decisions made.

It is worth noting that other areas were not prevalent in terms of the number of decisions, but had
100% of the decisions to incorporate technologies, such as Genetics, Immunology, Gastroenterology,
Neonatology, Ophthalmology, Orthopedics and Pulmonology. The technologies incorporated for all
the themes highlighted are related to medicines.

Table 6. Type of technology demanded and incorporated by CONITEC by clinical health area in

2023
Clinical Health Medicines Procedure Product
[72] [72] [72)
® 3 » 5 » 5
c = c = c =
S B S © S | ®
(2] o 2 o () o
3] o Q o [T) o
[}] b [}] i [}] b
Q 9 Q 9 Q 8
£ £ £
Cardiology 4 - 3 2 - -
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Cardiovascular 1 - - - 1 -
Dermatology - - 1 1 - -
Endocrinology 2 1 - - 1 -
Gastroenterology 1 1 - - - -
Genetics 2 2 - - - -
Hematology 8 4 - - - -
Immunology 3 3 2 - - -
Infectology 6 6 - - - -
Neonatology 1 1 1 - - -
Neurology 3 1 - - - -
Ophthalmology 1 1 - - - -
Oncology 5 3 1 - - -
Orthopedics 1 1 - - - -
People with disabilities 1 - - - - -
Pulmonology 1 1 - - - -
Rheumatology 2 1 - - - -
Vascular 3 2 - - - -

Total 45 28 8 3 2 0

Source: author according to CONITEC data.

The analysis of the incorporation of technologies by Conitec into the SUS in 2023 highlights the
predominance of 'medicines', which accounted for 81.8% of the decisions, 55.5% of which were in
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favor of incorporation. According to the studies by Rodrigues Filho®® and Palécios et al®” the debate
is related to the possible influence exerted by the presence of the pharmaceutical industry, which can
boost the cost, innovation and supply of new drug therapies for highly prevalent and complex diseases
- such as chronic and infectious diseases.

In this study, the groups of specialties involving chronic and infectious diseases (hematology,
infectology and oncology) were predominant in the requests for incorporation, and the data also
reflects the primacy of drugs in requests from external demanders, particularly the pharmaceutical
industry. However, the association between these findings and those of the authors®®3”) would require
methodological specificities, which have not yet been addressed.

Conclusion

On the one hand, the dynamic in favor of incorporating health technologies into the SUS
demonstrates the presence of external demanders (pharmaceutical industry, associations, etc.) as well
as internal demanders within the SUS (internal bodies of the Ministry of Health), and on the other, the
analysis of these requests requires Conitec to develop an incorporation strategy that considers both
clinical efficacy and financial sustainability.

The data shows that Conitec's analysis of incorporations into the SUS in 2023 shows that the
technologies approved reflect a predominance of 'medicines', followed by 'procedures', while 'products'
were not incorporated in the period. However, Conitec's decisions - whether to recommend or not to
recommend - are associated with the claims of the plaintiffs. Conitec, like the Brazilian Judiciary, is
reactive to the claims presented to it.

Although this study looked at data from a single year (2023), which limits analysis and more
robust comparisons, it recognizes the need for more in-depth studies, with a view to identifying
consistent patterns capable of establishing a causal link between the profiles of the plaintiffs, the
grounds of the cause of action and Conitec's decisions.

Such studies can contribute to debates on the interests of the plaintiffs and their connection with
the effectiveness of public health policy, as well as contributing to the adoption of strategies that
increase controls, transparency and social participation, enabling decision-making based on the best
evidence.
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