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ABSTRACT 
This article critically analyzes the mechanisms of social participation in the regulatory process of 

the Brazilian Health Regulatory Agency (Anvisa) regarding Electronic Smoking Devices (ESDs) in 

Brazil, within a context of political instability, the circulation of fake news, and the 

advancement of post-truth dynamics. The study is based on an exploratory documentary 

review of 20 normative documents produced between 2009 and 2024, obtained from Anvisa’s 

official website. We analyzed the process in two stages. First, we conducted a descriptive 

systematization of the regulatory process. Then, we undertook a thematic content analysis, 

which identified controversies and disputes of legitimacy. The findings indicate that, although 
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Anvisa expanded participatory mechanisms, such as Public Hearings, Public Calls for 

Contributions, Focus Groups, and Public Consultations, most contributions were limited to 

personal opinions and narratives lacking technical or scientific support, often grounded in 

decontextualized or false information disseminated primarily through the internet and social 

media. The study also observed the coordinated action of the regulated sector and its 

representative associations, which sought to influence the process by advancing arguments for 

reduced risk and questioning the legitimacy of participatory procedures. The analysis reveals 

tensions among science, politics, and society, demonstrating how disinformation undermines 

institutional trust and challenges the effectiveness of evidence-based regulation. The study 

concludes that strengthening the quality of social participation and enhancing science 

communication are essential to safeguard democratic values and promote regulatory 

consistency in the post-truth era. 

Keywords: participatory regulatory process, post-truth, health evaluation, electronic smoking 

devices, disinformation 

RÉSUMÉ 
Cet article analyse de manière critique les mécanismes de participation sociale dans le 

processus réglementaire de l'Agence nationale de surveillance sanitaire (Anvisa) sur les 

dispositifs électroniques de vapotage au Brésil, dans un contexte d'instabilité politique, de 

circulation de fausses informations et d'avancée de la post-vérité. La recherche s'est appuyée 

sur une revue documentaire exploratoire, comprenant 20 documents normatifs produits entre 

2009 et 2024, obtenus sur le site web officiel de l'Anvisa. L'analyse a été menée en deux étapes: 

systématisation descriptive du processus réglementaire et analyse thématique du contenu, 

identifiant les controverses et les conflits de légitimité. Les résultats montrent que, bien que 

l'Anvisa ait élargi les mécanismes de participation, tels que les audiences publiques, l’appel 

public à contributions, les groupes de discussion et les consultations publiques, la plupart des 

contributions se sont limitées à des opinions personnelles et à des récits sans fondement 

technique ou scientifique, souvent étayés par des informations hors contexte ou fausses 

diffusées principalement sur Internet et les réseaux sociaux. Une action coordonnée du secteur 

réglementé et de ses associations représentatives a été observée, cherchant à influencer le 

processus par des arguments de risque réduit et des critiques de la légitimité du processus 

participatif. L'analyse met en évidence les tensions entre la science, la politique et la société, 

révélant comment la désinformation affaiblit la confiance institutionnelle et remet en question 

la réglementation fondée sur des preuves. Il en ressort que la qualification de la participation 

sociale et le renforcement de la communication scientifique sont essentiels pour protéger les 
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valeurs démocratiques et garantir des décisions réglementaires cohérentes à l'ère de la post-

vérité. 

Mots clés : processus réglementaire participatif, post-vérité, évaluation en santé, systèmes 

électroniques de délivrance de nicotine, désinformation 

Corresponding Author: Cesar Luiz Silva Junior, Escola Nacional de Saúde Pública Sergio Arouca 

(ENSP), Fundação Oswaldo Cruz (Fiocruz), Rua Leopoldo Bulhões, 1.480, Sala 611, Manguinhos, 

Rio de Janeiro, RJ, 21041-210, Brazil; cesar.junior@fiocruz.br. 

INTRODUCTION 
This article aims to critically analyze the mechanisms of social participation related to 

the regulatory actions of the Brazilian Health Regulatory Agency (Anvisa, its Portuguese 

acronym) regarding Electronic Smoking Devices (ESDs) in Brazil. The analysis takes place amid 

political and institutional instability, in which the circulation of fake news has become a tool for 

political dispute. 

ESDs, particularly electronic cigarettes (also referred to as Electronic Nicotine Delivery 

Systems – ENDS, e-cigarettes, e-ciggy, e-cigar, or vape), have become a subject of international 

debate in public health. They are presented both as potential strategies for harm reduction and 

smoking cessation, and as risk factors for cancer and cardiovascular diseases (Instituto Nacional 

de Câncer [INCA], 2016). 

The Brazilian regulatory response to these products, aligned with the guidelines of the 

Framework Convention on Tobacco Control, is widely recognized as a successful experience in 

the international arena (Cavalcante et al., 2017). The commercialization of ESDs has been 

prohibited in Brazil since 2009 based on the precautionary principle. This decision, however, 

was recently reviewed by Anvisa based on several criteria, including comparisons of national 

and international experiences, available scientific evidence, and the interests and values of the 

different stakeholders involved (Silva Junior et al., 2024). 

In 2019, the case of electronic cigarettes was the first to be addressed under a new 

regulatory model established in the country by Administrative Ordinance No. 1,741, dated 

December 12, 2018. This model, included in the 2017–2020 Regulatory Agenda, emphasizes 

“good practices” and social participation as its key features. In this updated model, social 

participation refers to a series of actions designed to gather information, feedback, suggestions, 

and contributions from various sectors, including both directly interested stakeholders and the 

public. The Agency emphasizes the importance of gathering these contributions through 

different channels and instruments (Anvisa, 2018; Silva Junior et al., 2024). 
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However, the Brazilian political and institutional environment has been increasingly 

strained since 2016, with the aggravation of democratic instability and the intensification of 

denialist and anti-scientific discourses, particularly in the context of the COVID-19 pandemic 

(Malinverni et al., 2023). 

In this scenario, the phenomenon of post-truth emerges, characterized by the 

dominance of emotional appeals and personal beliefs over objective facts in shaping public 

opinion. This does not mean denying the existence of truth; instead, it involves reversing the 

centrality of facts in public discussion. The widespread dissemination of disinformation and 

misinformation has intensified this phenomenon, which employs various forms, languages, and 

visual elements to create an illusion of legitimacy (Malinverni et al., 2023). 

In the post-truth era, the veracity of information becomes secondary to the desire that 

it be true, enabling narratives to rely less on evidence and more on emotions, ideologies, and 

individuals’ prior convictions. In Brazil, this environment was significantly impacted by political 

initiatives that promoted anti-scientific populism, including baseless claims about COVID-19 

treatments and vaccines. These narratives expanded into attacks on the integrity of democratic 

institutions, especially the electronic voting system and the legitimacy of electoral processes 

themselves (Santano, 2022). 

This context directly affected Anvisa’s performance, as the Agency became the target of 

political pressures, public scrutiny, and attacks on its institutional legitimacy (Teixeira & Santos, 

2023). Such a situation has called into question the mechanisms of social participation and 

evidence production, potentially undermining public trust and the effectiveness of regulatory 

decisions. 

This study offers a critical analysis of social participation in the regulatory process 

related to ESDs in Brazil. It highlights the challenges posed by an environment characterized by 

disinformation and democratic instability. Scientific evidence is frequently dismissed as an 

ideological stance, with the mechanisms of its production being undermined and often replaced 

by personal beliefs and biased perspectives. The study seeks to highlight the tensions inherent 

to fragile democratic contexts and to contribute both theoretical and practical reflections on 

the limits and potential of evidence-based regulation in the post-truth era. 

METHODOLOGY 
This article draws on an exploratory documentary review, based on publicly available 

and unrestricted documents related to the regulatory process of ESDs in Brazil. We surveyed 

publications listed in the specific section dedicated to monitoring this issue on Anvisa’s official 

website (Anvisa, 2023a, 2023b). 
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The review included regulatory documents issued by the Agency between 2009 and 

2024, starting with Collegiate Board Resolution (RDC, its Portuguese acronym)1 No. 46/2009, 

which prohibited the commercialization of ESDs, and extending to RDC No. 855/2024. We 

excluded publications that did not meet these criteria, such as summaries and recordings. 

We classified the publications in accordance with Decree No. 10,139 of November 28, 

2019. This decree stipulates that normative acts below the level of decree, an administrative 

act under the exclusive competence of the head of the Executive Branch, issued by federal 

public administration bodies and entities, whether direct, autonomous, or foundational, may 

take the form of administrative ordinances (issued by one or more individual authorities), 

resolutions (issued by collegiate boards), or normative instructions, which guide the 

implementation of existing regulations without innovating. 

The responsible researcher backed up all documents as a precaution against possible 

unavailability following changes to Anvisa’s website, which coincided with the Brazilian 

governmental elections in November 2022. The material was then organized by date, title, and 

publication link. 

We analyzed the documents in two stages. The first involved a descriptive 

systematization, in which we organized the documents by year of publication and 

corresponding regulatory activity. This step allowed us to reconstruct the timeline of the 

process and to examine how the Agency structured participatory mechanisms in the regulatory 

case of ESDs. 

In the second stage, we conducted a thematic content analysis (Mendes, 2018). Rather 

than merely describing how social participation mechanisms operated, we mapped markers 

that revealed controversies and disputes of legitimacy. We interpreted these mechanisms as 

regulatory arenas shaped by competing interests, values, and narratives. This approach enabled 

a transition from a factual description of participatory mechanisms to a critical reflection on 

regulatory dynamics and their implications in the contemporary context of post-truth. 

We submitted the study to the Research Ethics Committee of the National School of 

Public Health Sergio Arouca, Oswaldo Cruz Foundation (CEP/ENSP/Fiocruz), which granted 

Ethics Review Waiver No. 12/2022. 

 
1 In Brazil, an RDC (Resolução da Diretoria Colegiada in Portuguese) is a type of regulation issued by the 
board of directors of a federal regulatory agency, such as Anvisa. It establishes binding rules on specific 
topics, similar to regulations or final rules issued by agencies like the FDA in the United States. 
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RESULTS 
We identified 20 regulatory documents, including two Resolutions, seven reports, one 

agreement, one plan, two notices, two guidance documents, three public calls, one summary of 

a Board Deliberation, and one Resolution draft. 

Table 1 summarizes Anvisa’s actions related to the regulatory process of Electronic 

Smoking Devices in Brazil between 2009 and 2024. 

 

Table 1. Documents related to the activities of the regulatory process for electronic smoking 

devices in Brazil, on Anvisa’s website, from 2009 to 2024. 

Year Activity Related Documents 

2009 Prohibition of the sale, import, 

and advertising of electronic 

smoking devices in the country 

Resolução da Diretoria Colegiada Nº 46, de 

28 de agosto de 2009 (Resolution of the 

Collegiate Board No. 46, of August 28, 2009) 

2019 Publication of the Process 

Opening Term No. 22, of June 

4, 2019 

Termo de Abertura de Processo no 22, de 4 

de junho de 2019 (Process Opening Term No. 

22, of June 4, 2019) 

Preparation of the Social 

Participation Plan 

Plano de Participação Social - Tema 11.3 da 

Agenda Regulatória 2017/2020 - Dispositivos 

Eletrônicos para Fumar (Social Participation 

Plan – Theme 11.3 of the 2017/2020 

Regulatory Agenda – Electronic Smoking 

Devices) 

First Public Hearing held in 

Brasília on August 8, 2019 

Aviso de Audiência Pública no 6, de 24 de 

junho de 2019 (Public Hearing Notice No. 6, 

of June 24, 2019) 

Documento Orientativo para a 1ª Audiência 

Pública sobre Dispositivos Eletrônicos para 

Fumar (Guidance Document for the First 

Public Hearing on Electronic Smoking 

Devices) 
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Second Public Hearing held in 

Rio de Janeiro on August 27, 

2019 

Aviso de Audiência Pública no 9, de 9 de 

agosto de 2019 (Public Hearing Notice No. 9, 

of August 09, 2019) 

Documento Orientativo para a 2ª Audiência 

Pública sobre Dispositivos Eletrônicos para 

Fumar (Guidance Document for the Second 

Public Hearing on Electronic Smoking 

Devices) 

2021 

 

Conducting Targeted 

consultation No. 04/2021 on 

ESD for State and Municipal 

Health Surveillance managers 

Relatório da Consulta Dirigida - CD Nº 

04/2021 - Gestores de Vigilâncias Sanitárias 

de Estados e Municípios (Targeted 

Consultation Report No. 04/2021 – States 

and Municipal Health Surveillance Managers)  

Conducting Targeted 

consultation No. 05/2021 on 

ESD for Research Institutions, 

Educational Institutions, and 

Government Bodies 

 

Conducting Targeted 

consultation No. 06/2021 on 

ESD for Companies that sell 

these products in other 

countries 

Relatório da Consulta Dirigida - CD Nº 

06/2021 - Empresas que comercializem 

Dispositivos Eletrônicos para Fumar (DEF) em 

outros países (Targeted Consultation Report 

No. 06/2021 – Companies that sell Electronic 

Smoking Devices - ESD - in other countries) 

Conducting Focus Groups  

2022 Completion of the preparation 

of the Preliminary RIA Report 

Relatório Parcial de Análise de Impacto 

Regulatório Dispositivos Eletrônicos para 

Fumar - Março de 2022 (Electronic Smoking 

Devices Regulatory Impact Analysis Partial 

Report – March 2022) 

Public Acceptance of Subsidies 

for the Preliminary RIA Report 

Edital de Chamamento No 10, de 5 de maio 

de 2022 (Call Notice No. 10, of May 5, 2022) 
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Edital de Chamamento No 7, de 5 de abril de 

2022 (Call Notice No. 7, of April 5, 2022) 

Relatório da Tomada Pública de Subsídios - 

TPS Nº 06/2021 Dispositivos Eletrônicos para 

Fumar (Public Acceptance of Subsidies Report 

No. 06/2021 Electronic Smoking Devices) 

Completion of the preparation 

of the Final RIA Report 

Relatório de Análise de Impacto Regulatório 

Dispositivos Eletrônicos para Fumar - Junho 

de 2022 (Electronic Smoking Devices 

Regulatory Impact Analysis Report – June 

2022) 

Extrato de Deliberação da Dicol, de 11 de 

julho de 2022 (Dicol Deliberation Extract of 

July 11, 2022) 

2023 Preparation of the draft 

Regulatory Instrument 

Minuta de Resolução da Diretoria Colegiada 

(Draft Resolution of the Collegiate Board) 

2023–2024 Public Consultation Edital de Chamamento de Consulta Pública n° 

1.222, de 4 de dezembro de 2023 (Public 

Consultation Call Notice No. 1.222, of 

December 4, 2023) 

Relatório da Consulta Pública nº 1.222/2023 - 

Tema 16.4 da Agenda Regulatória 2021–2023 

(Public Consultation Report No. 1.222/2023 – 

Theme 16.4 of the 2021-2023 Regulatory 

Agenda) 

2024 Deliberation of the normative 

instrument in Collegiate Board 

Resolução da Diretoria Colegiada Nº 855, de 

23 de abril de 2024 (Resolution of the 

Collegiate Board No. 855, of May 23, 2024) 

Note. RIA: Regulatory Impact Analysis; Dicol: Collegiate Board. Table prepared by the authors. 

Regulatory action on these products began in 2009 with the publication of RDC No. 46, 

which prohibited their commercialization in the country (Anvisa, 2009). In 2019, the issue 

reappeared in the 2017–2020 Regulatory Agenda with the initiation of Administrative Process 
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No. 22. ESDs became the first case assessed under the Agency’s new approach, which expanded 

mechanisms for social participation (Anvisa, 2018). 

In 2019, the Social Participation Plan provided a preliminary overview of the regulatory 

process for ESDs. It identified affected and interested stakeholders, outlined the planned social 

participation mechanisms, and established a schedule for their implementation. As one of the 

pillars of regulatory policy, the plan emphasized the importance of participatory regulation, 

noting that: “the involvement of stakeholders ensures their empowerment and grants 

legitimacy to the regulatory process, allowing regulators to gather better evidence to justify 

regulatory action and support decision-making” (Anvisa, 2019b, p. 1). 

The document identified approximately 60 stakeholders affected and interested in the 

regulatory issue, organized into seven groups defined by Anvisa: the regulated industry, 

representative associations of the regulated industry, government bodies, organized civil 

society, academic and research institutions, international organizations, and the public (Anvisa, 

2019b). 

The plan anticipated the use of public hearings, targeted consultations, focus groups, 

working groups, a Public Call for Contributions (TPS, its Portuguese acronym)2, and a public 

consultation. Among these, only the working groups were not implemented, due to the 

restrictions imposed by the COVID-19 pandemic. Table 2 describes each of these mechanisms, 

their objectives, target audiences, and means of implementation. 

 

Table 2. Social participation mechanisms mobilized in the regulatory process for electronic 

smoking devices in Brazil 

Mechanism Objective* Target Audience Means 

Public 

Hearing 

Discuss potential risk 

reduction and health risks 

related to ESD and obtain 

evidence on the topic 

Open to anyone 

interested, without 

limiting the specific 

target audience 

 

In-person public 

session 

Focus Group Generate a better 

understanding of the 

usage patterns, 

Open to anyone 

interested in a 

Online Format 

 
2 In Brazil, a TPS (Tomada Pública de Subsídios in Portuguese) is an open consultation mechanism that 
allows the public to provide data, information, or evidence regarding Anvisa’s preliminary Regulatory Impact 
Analysis report, intending to support regulatory decision-making. 
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perceptions, beliefs, 

attitudes, and behaviors 

of individuals involved in 

the research 

specific target 

audience 

Targeted 

Consultation 

Collect evidence on the 

most diverse aspects to be 

evaluated regarding ESD 

Open to anyone 

interested in one or 

more specific target 

audiences 

Electronic form with a 

fixed deadline 

containing questions 

directed to the 

different affected and 

interested parties 

Public 

Acceptance 

of Subsidies 

Collect data and 

information about the 

preliminary RIA report to 

assist the decision-making 

process 

Open to anyone 

interested, without 

limiting the specific 

target audience 

Electronic form with a 

fixed deadline 

Public 

Consultation 

Support Anvisa’s Dicol 

decisions based on the 

submission of a draft 

normative act for 

comments and 

suggestions from the 

general public 

Open to anyone 

interested, without 

limiting the specific 

target audience 

Electronic form with a 

fixed deadline 

Note. Anvisa: National Health Surveillance Agency; RIA: Regulatory Impact Analysis; Dicol: 

Collegiate Board; ESD: Electronic Smoking Device. Table prepared by the authors. 

* As per the Social Participation Plan. 

 

The process began with two public hearings, held in Brasília on August 8, 2019, and in 

Rio de Janeiro on August 27, 2019 (Anvisa, 2019a). The hearings followed a two-part structure: 

the first session was dedicated to inviting stakeholders selected by Anvisa, who presented 

evidence and positions on ESDs; the second session was open to the public, who contributed 

opinions and questions on the subject. 

To guide the debates, Anvisa developed 13 key questions addressing controversies 

related to safety, effectiveness for harm reduction and smoking cessation, and regulatory 

approaches with implications for public health (Anvisa, 2019a). According to the Final 
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Regulatory Impact Analysis (RIA) Report, 161 participants attended the first hearing and 155 

attended the second (Anvisa, 2022). 

Between November 2021 and March 2022, Anvisa organized focus groups in five 

Brazilian capitals—São Paulo, Curitiba, Campo Grande, Teresina, and Porto Velho—selected due 

to their higher prevalence of ESD use (Anvisa, 2022). In total, 10 focus groups were conducted 

with ESD users, divided by age group: young adults (18–28 years) and adults (35 years and 

older). 

Although the findings do not represent the general population, participants reported 

common perceptions, such as feelings of safety, beliefs that the products were less harmful, 

curiosity and interest in their technology, use motivated by intentions to quit smoking, dual use 

with conventional cigarettes, lack of control over consumption, and illegal purchases, often 

from physical stores or websites of otherwise legal companies. Participants also reported that 

they relied heavily on the internet and social media as their primary sources of information 

about ESDs, as one participant from the adult group in Curitiba, Paraná, illustrated: "My health 

is going to improve; there are studies. I looked for research that says electronic cigarettes are 

95% less harmful than conventional cigarettes" (Anvisa, 2022, p. 61). 

Another participant described how this search unfolds: 

 

Where do we look this kind of information up? On the internet, Google. In fact, I read an 

older article a few days ago from England, where vaping is completely legal. They are 

running a campaign in England in which hospitals even have vape shops for those who 

want to quit smoking. They are promoting vaping in England as a tool for smoking 

cessation. You go to the hospital, say you want to quit smoking, and they provide 

support, even giving you electronic cigarettes, the vape. (adult group, Teresina city, Piauí 

State) (Anvisa, 2022, p. 63) 

The Public Call for Contributions took place between April and May 2022. A total of 

1,607 submissions were received, with citizens accounting for 94.7% of the respondents. Most 

of them presented personal accounts and opinions, without technical or scientific grounding 

(Anvisa, 2022):  
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Many expressed dissatisfaction with the content of the Preliminary RIA Report, accusing 

Anvisa of lacking knowledge on the subject and citing international facts that are 

demonstrably false, while others supported maintaining the ban. Those who voiced 

discontent reported that they had quit smoking, or that they knew or lived with people 

who had quit smoking using some ESDs; they also argued that such products are less 

harmful than conventional ones. However, the vast majority failed to provide scientific 

evidence to substantiate their claims. (Anvisa, 2022, p. 230) 

Among the contributions received, some suggested that Anvisa could consider studies 

funded by the tobacco industry in the evaluation of the subject. However, the Agency’s report 

highlights that independent studies tend to identify more risks associated with these devices 

than those sponsored by the industry (Anvisa, 2022). To ensure an impartial and technically 

qualified analysis of the available evidence, Anvisa commissioned systematic reviews of the 

literature to support informed decision-making. 

Within the Public Call for Contributions, it was noted that ESDs are already widely 

disseminated in Brazil, particularly through the illicit market, with recurring arguments in favor 

of allowing their commercialization as a means of control and oversight (Anvisa, 2022). 

However, the Agency’s report mentions that during the Public Call for Contributions 

period, various media outlets widely disseminated survey data on the increased use of ESDs 

among young people. Despite the social perception that ESDs were highly accessible in the 

country, available national survey data indicated that their use remained relatively low in Brazil 

(Anvisa, 2022). 

From a harm reduction perspective, the Agency’s report is also emphatic in stating that 

“there is no scientific evidence that ESDs pose fewer health risks than conventional tobacco 

products or that they cause less harm to health” (Anvisa, 2022, p. 57). 

Based on the draft of the new regulatory text, the Agency organized a public 

consultation between December 2023 and February 2024, which received 13,930 submissions. 

Among individual participants, 83% identified as citizens and 9% as health professionals. Among 

legal entities, 46% belonged to the regulated sector and 6% were public institutions. According 

to the Agency’s report, only 2% of the contributions directly referred to the wording of the 
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regulatory draft, while the majority were limited to expressing opinions on the subject (Anvisa, 

2024a). 

Although the recommended mechanisms of social participation ensured institutional 

spaces for debate, it is necessary to acknowledge that mobilizations manifested both through 

formal participation channels and external strategies, including demonstrations aimed at 

pressuring and influencing regulatory decisions. During the process, Anvisa received formal 

submissions from various social segments, which were recorded in its official reports (Anvisa, 

2022). These submissions expressed divergent positions regarding regulation and highlighted 

the plurality of interests and rationalities that permeated the regulatory arena. 

Most of the submissions from governmental institutions and civil society organizations, 

such as the Brazilian National Cancer Institute (INCA, its Portuguese acronym), the Brazilian 

Medical Association, and ACT Health Promotion (ACT Promoção da Saúde), supported the 

maintenance of the prohibition of ESDs, based on evidence of health risks and their high 

attractiveness to children and adolescents. INCA, for instance, expressed its support for 

"maintaining RDC No. 46/2009 and advancing tobacco control measures, opposing the 

misleading claims of the Tobacco Industry regarding individual harm reduction, which may 

cause significant collective harm" (Anvisa, 2022, p. 151). 

In contrast, the regulated sector submitted statements aimed at influencing the process 

and discrediting the participatory spaces promoted by Anvisa. Philip Morris Brazil criticized the 

debates held in public hearings, “arguing that there was no qualified or scientific discussion, 

reiterating that the presentations were ideological” (Anvisa, 2022, p. 160). 

The submission from Tobacco Harm Reduction Brazil (THR), a civil society organization 

affiliated with the International Network of Nicotine Consumer Organisations and the Hispanic-

Latin American Alliance for Vaping (AHLPROVAPE, its Spanish acronym), cites Public Health 

England as the source of the claim that “electronic cigarettes are 95% less harmful than 

conventional ones” and mentions other institutions in the United Kingdom that, according to 

THR itself, support this estimate (Anvisa, 2022, p. 158). The letter sought to confer scientific 

legitimacy on the notion of reduced risk, aligning itself with the recurrent arguments for the 

legalization of ESDs. 

In April 2024, Anvisa published RDC No. 855 as the new regulatory instrument, 

prohibiting not only the commercialization, importation, storage, transportation, and 

advertising of ESDs, but also reinforcing the ban on their use in enclosed collective spaces, 

whether public or private (Anvisa, 2024b). 
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DISCUSSION 
The case of ESDs in Brazil highlights a central paradox of contemporary regulation. While 

there is an increasing demand for decision-making processes based on scientific evidence and 

broad social participation, strategies of disinformation and narrative disputes have 

simultaneously intensified, undermining both the legitimacy and the effectiveness of regulatory 

decisions. This tension has deepened within the recent Brazilian political and institutional 

context, marked by democratic instability and the advancement of anti-scientific discourses 

(Hallal, 2021). 

During the COVID-19 pandemic, high-ranking political authorities, including the then-

president of the Republic, publicly challenged technical decisions issued by Anvisa, particularly 

those related to vaccination against the disease. In widely documented episodes, these 

authorities strongly criticized Anvisa for authorizing COVID-19 vaccines for children aged 5 to 

11, for instance. They relied on arguments that disregarded official records of child deaths from 

the disease and questioned vaccine safety without presenting scientific evidence (Martins-Filho 

& Barberia, 2022; Reuters, 2022). 

In response, Anvisa formally demanded a retraction of such criticisms, which lacked a 

scientific basis (VOA News, 2022), in a context where its directors and technical staff were even 

subjected to threats following the decision (Reuters, 2021). This episode illustrates how 

disinformation narratives, when voiced by public authorities, erode social trust in regulatory 

institutions, affecting not only public perception on specific issues but also the credibility of the 

regulatory processes conducted by such institutions. 

It is within this context that, in 2019, Anvisa initiated the regulatory process concerning 

ESDs, as outlined in the 2017–2020 Regulatory Agenda. However, the emergence of the COVID-

19 pandemic in 2020 shifted institutional priorities. It introduced new tensions into the debate, 

marked by the intensification of disinformation, narrative disputes, and the weakening of 

scientific credibility – phenomena characteristic of the post-truth era. The migration of the 

issue to the 2021–2023 Regulatory Agenda further reinforced the complexity of the discussion 

in an environment of aggravated political and institutional instability. 

Regarding tobacco control, such dynamics are not unprecedented. The literature 

extensively documents that, since the mid-twentieth century, the tobacco industry has 

employed deliberate strategies to promote scientific doubt as a means of delaying or 

weakening control measures (Michaels & Monforton, 2005). According to Christensen (2008), 

the tobacco industry built a public relations machine that appropriated journalistic values of 

objectivity, balance, and impartiality to sustain controversy, even in the face of solid scientific 
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evidence on the harm of smoking. This strategy of “turning science into controversy” prolonged 

the survival of a harmful product by sowing doubt and exploiting the very logic of journalism. 

Oreskes and Conway (2011) further argue that, in response to early evidence linking 

smoking to cancer and second-hand exposure, the industry did not limit itself to exploiting 

specific controversies but began questioning the very sufficiency and credibility of scientific 

evidence, shifting focus to the process of fact-construction itself. This practice, as a continuous 

process of uncertainty generation, finds a parallel in the current debate on ESDs, where the 

narrative of reduced risk – often supported by industry-funded studies – was mobilized as a 

central argument within participatory mechanisms. 

The empirical results of this study illustrate how such disputes were manifested in the 

process led by Anvisa. It was observed that mechanisms of social participation were permeated 

by arguments that revived the industry’s historical narratives, selectively supported by 

international studies and, often, by research funded by the regulated sector itself. As in 

international tobacco campaigns, controversies were not confined to the scientific domain but 

extended to the sphere of public opinion, where perceptions, beliefs, and fake news played a 

central role in attempts to influence regulatory decisions. 

This dynamic raises a central question: who is recognized as an “expert” in these spaces, 

and which arguments are legitimized as accurate? The diversity of submissions received by 

Anvisa demonstrates that intense disputes among interests, values, and narratives characterize 

the regulatory arena. On one side, public health reference institutions defended maintaining 

the prohibition on ESDs, grounded in consolidated scientific evidence regarding the health risks 

associated with these products. On the other hand, the regulated sector sought to exert 

pressure on participatory spaces, at times questioning their legitimacy and selectively 

mobilizing international references to support positive claims about the products. This contrast 

demonstrates that participatory processes not only give voice to different actors but also 

become arenas for confrontation over which forms of knowledge should be recognized as 

legitimate, thereby revealing the contestation of scientific authority itself in the regulatory 

process. 

This case is particularly relevant to the discussion of the relationship between science 

and politics in the public sphere, as well as the emergence of lobbies within the scientific arena 

itself (Malinverni et al., 2023). The regulatory process on ESDs revealed that different actors 

simultaneously sought to influence both the interpretation of evidence and the shaping of 

social perceptions on the subject. In the participatory mechanisms analyzed, certain actors, 

especially the regulated sector and its representative associations, acted in a coordinated 

manner to defend positions favorable to the legalization of product commercialization, 

primarily by employing narratives of reduced risk and the expansion of the illicit market. 
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The focus groups revealed the circulation of these narratives among ESD users, who 

reported information obtained through internet searches or social media platforms, such as the 

frequently cited claim that e-cigarettes are “95% less harmful” than conventional cigarettes. 

These perceptions underscore the centrality of the internet and social media as primary sources 

of information, demonstrating how simplified and decontextualized content – often 

disseminated by the regulated sector itself – becomes internalized by users and transformed 

into beliefs within the public debate, even when lacking robust scientific validation. 

In the Public Call for Contributions, 94.7% of the submissions came from citizens and, for 

the most part, did not provide technical or scientific support; instead, they relied on personal 

accounts or claims that the products were less harmful. In the public consultation, only 2% of 

the submissions contained technical contributions regarding the regulatory draft. These 

findings demonstrate that most submissions reproduced narratives amplified through social 

networks or mobilizations promoted by specific actors, indicating the influence of unverified 

information in shaping public debate and participatory mechanisms within the regulatory 

process. 

The case of ESDs also reinforces that, although the circulation of false or distorted 

information is a historical phenomenon, the process has acquired new characteristics in 

contemporary times. In the current context, disinformation circulates on an unprecedented 

scale and speed, amplified by social media and political communication strategies. According to 

Kakutani (2018), disregard for facts, the replacement of reason with emotion, and the corrosion 

of language are diminishing the value of truth, eroding democratic institutions, and substituting 

experts with the wisdom of crowds. In Brazil, this practice was observed in the government of 

the time, which resorted to misleading narratives on public health issues, and finds 

international parallels in leadership figures such as those in the United States (Kakutani, 2018), 

who likewise employed fake news as a tool of political mobilization. 

Thus, the regulatory process concerning ESDs confirms that evidence-based regulation 

does not face only the technical challenge of assessing the risks and benefits of emerging 

products, but also the challenge of materializing within arrangements of political and economic 

power operating both inside and outside the scientific arena. In contexts of intense 

informational disputes, active lobbying in the public sphere, and strategic crises, it becomes 

essential not only to expand participation channels but also to qualify this process so that it is 

not captured by interests contrary to the principles of a democratic society. 
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FINAL CONSIDERATIONS 
This article assumes that evaluation and regulation are technical-political processes that 

require a balance between evidence-based methods and political dynamics such as interests, 

power, and values. In the post-truth era, disinformation and fake news intensify these tensions, 

shaping policymaking and influencing public perception. In this context, strengthening robust 

participatory mechanisms becomes even more urgent to ensure transparency, uphold the 

primacy of scientific evidence, and protect democratic values in the face of growing threats to 

institutions. 

The analysis of the regulatory process for ESDs reveals that social participation serves 

both as a condition for legitimacy and as a space for symbolic dispute. The mechanisms 

implemented by Anvisa demonstrated a commitment to good regulatory practices and to 

broadening societal engagement. However, the case also revealed how these instruments can 

be strained by disinformation campaigns, coordinated actions from regulated sectors, and the 

political use of fake news in an environment of institutional instability. 

The Brazilian case of ESDs suggests that the current challenge is not only to expand 

participation but also to qualify it in order to reduce the impact of disinformation narratives 

and prevent capture by private interests. Meeting this challenge requires innovative 

mechanisms for mediation and critical analysis of the contributions received, as well as greater 

investment in strategies for public communication of science. 

Recent developments highlight this need, as the Federal Senate has called for a new 

discussion on the issue (Brasil, 2023). This initiative increases the visibility of the dispute. It 

reinforces the importance of critical monitoring, as the decision extends beyond the technical 

scope of the regulatory agency and explicitly enters the realm of politics. This movement 

indicates that the future of ESDs regulation in Brazil will also serve as a test of the limits and 

possibilities of evidence-based regulation in democracies during the post-truth era. 
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