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Abstract

This study aims to discuss the controversies
surrounding Senate Bill 200/2015 and Bills
7.082/2017 and 6.007/2023, which provide a new
system of ethical review for scientific research.
The Bills were later promulgated as Law 14.874,
in 2024. At the beginning of its processing in the
Senate, under the name PLS 200/2015, the Bill
proposed regulating clinical research as its object.
Multinational pharmaceutical laboratories and
national and international research centers worked
together in proposing this Bill. However, in 2019,
during its passage by the Brazilian Chamber of
Deputies, the text incorporated the human and
social sciences into its scope by extending the
project to “all areas of knowledge.” Building on an
ethnography of documents, this study highlights
two dimensions of this process: the setbacks
relating to the loss of rights of clinical research
subjects and the inadequacy of the attempt to
update biomedical references to regulate human
and social sciences research. This study aims to
contribute to understanding the contemporary
panorama of the ethical regulation of human and
social sciences research in Brazil based on an
ethnography of the relations and tensions that
constituted the shaping of this Bill.

Keywords: Research ethics; Clinical Trials; Bill;
Social Sciences and Humanities.
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Resumo

Este artigo tem como objetivo discutir as
controvérsias presentes na tramitacédo do Projeto
de Lei do Senado (PLS) n°200/2015 e dos Projetos
de Lein®7.082/2017 e 6.007/2023, que, publicados
na forma da Lei 14.874 de 2024, preveem um
novo sistema de revisdo ética para pesquisas
cientificas. No inicio de sua tramitacdo no Senado,
o projeto proposto em articulacdo com setores
associados a laboratérios farmacéuticos e centros
de pesquisa nacionais e internacionais tinha a
regulamentacdo de pesquisas clinicas como objeto.
Entretanto, em 2019, durante sua tramitacdo na
Camara dos Deputados, o texto incorporou as
ciéncias humanas e sociais (CHS) em seu escopo, a
partir da extensdo do projeto a “todas as areas do
conhecimento”. A partir de etnografia documental,
o trabalho evidencia duas dimensdes envolvidas
nesse processo: os retrocessos referentes as perdas
de direitos de participantes de pesquisa clinica
e a inadequacdo da tentativa de atualizacdo de
referenciais biomédicos para regulamentacdo da
pesquisa das CHS. O artigo visa contribuir para
a compreensdo do panorama contemporaneo da
regulamentacdo ética de pesquisas das CHS, por
meio de uma etnografia das relagdes e tensdes
presentes na conformacdo de um projeto de lei.
Palavras-chave: Etica em Pesquisa; Estudos
Clinicos; Projeto de Lei; Ciéncias Sociais, Ciéncias
Humanas

Introduction

“I think that people who have rare diseases that
are difficult to treat, cancers that are difficult to treat,
who dearly need innovations, monoclonal antibodies
that are manufactured abroad [...] These technologies
end up being manufactured in other places because
we did not have the adequate legislation to receive
multicenter trials in our country. Today, we are giving
these people this legal landmark that pairs with the
countries that do most of the clinical research in the
world” (free translation). With these words, Senator Dr.
Hiran Gongalves (PP/RR) praised the approval of Bill no.
6.007/2023, during the Plenary that ended its processing
inthe Federal Senate in April 2024. The final content of
the Bill “provides for research with human beings and
establishes the National System of Ethics in Research
with Human Beings” (Brasil, 2023, free translation),
constituting the mostrecent proposal for legal regulation
of scientific practices in Brazil. According to the senator,
the approval of the project would “[...] facilitate access,
bring more innovation, and bring more resources to
our country.”

As suggested in the senator’s statement, the content of
the Billlargely concerns theregulation of clinical research,
especially that involving biomedical technologies.
However, the final text the National Congress approved
expanded the initial normative framework, establishing
references, procedures, and values for all “research with
human beings.” In about 10 years of processing, during
which the proposal received different numerations and
editorial changes in the House of Representatives and the
Senate, the Bill started from a scope restricted to clinical
research to then combine several areas of knowledge
under the same regulatory and ethical framework. This
mismatch between the original characterization of the
proposal and the final scope of its content constitutes a
theme of critical reflection in this study.

The Bill articulates and reconfigures a constellation
of Brazilian regulations on scientific research with
human beings. Until 2024, the year of stabilization of
the content of the Bill as Law No. 14,874, this type of
activity had nonational legal framework. Nevertheless,
specificinfra-legal regulations mediated the activities
of researchers, companies, universities, and research
institutes. Research involving pharmaceuticals and
medical devices follows the regulations within the

Salde Soc. Sao Paulo, v.33, n.3, e240362en, 2024 2



resolutions from the Brazilian Health Regulatory
Agency (Anvisa) and the National Health Council
(CNS) which, by its National Commission of Ethics in
Research (CONEP) and its Institutional Review Boards
(Comités de Etica em Pesquisa- CEP), has the mission
of “ensuring therights and duties that concern research
participants, the scientific community, and the State”
(Brasil, 2012, free translation).

The initial proposal and the transformations to the
Bill throughout the legislative proceedings underwent
intense debate. The mapping and analysis of this
process allows to assess how the social stakeholders
and their discussions and relationships contributed
differently to the configuration of the Bill. This
study aims to discuss the controversies during the
proceedings of the Bill, analyzing how social actors,
their discussions, and interplay influenced the
legislative process. Such investigation seeks to identify
the main groups and institutions involved in the
construction of the Bill, their positions and arguments
around the significant changes occurred. We focus on
the perceptions of the involved stakeholders regarding
the changes to the regulatory framework of clinical
research, its inadequate extension to the human and
social sciences (HSS), and the outcomes of the new
ethical review system proposed by the Bill.

We examined the different versions of the Bill
and resorted to notes and manifestos, online videos,
journalistic articles, documents, and public statements
by institutions and parliamentarians who either
criticized the content of the text or defended its
approval. Thus, we sought to understand how different
positions were publicized and, eventually, accepted in
later versions of the Bill. Document ethnography was
employed (Lowenkron; Ferreira, 2014), for we understand
that this designation can encompass all records that can
be searched a posteriori, by which we can evaluate the
heterogeneity of the issues at stake, the disputes that
social agents engage in to stabilize their demands, and
therecognizable power asymmetries in the prioritization
of certain approaches and referrals. Thus, these
documents constitute ethnographic pieces that built
realities and affect the chosen situation, postulating

representations, discourses, and materialities (Vianna,
2014). In the context of science and technology, document
ethnography can address tensions between social actors
and evaluate the processes that stabilize the version
of a normative document and the ethics implied in it
(Castro, 2019).

We also used controversy as a conceptual and
methodological tool that can direct our gaze to the
disputes that constituted the process of construction of
this Bill (Latour, 2016). Since its elaboration followed no
linear or protocol trajectory, we focused on the tensions
between the involved social stakeholders and considered
theirinteractions and conflicts as fundamental elements
of the legal matter. By describing these features we build
an ethnographic account of the path of elaboration of
the Bill, encompassing the decisions and changes that
were (and continue to be) disputed (Potechi, 2023). Thus,
the analyzed period covers from the proposal of the Bill
in 2015 to its approval in 2024.

The next section of this article offers an overview
of the trajectory of the bill from its genesis, protocol,
and proceedings in the Senate (Projeto de Lei do
Senado [PLS - Senate Bill] 200/2015) and the House
of Representatives (PL 7.082/2017) committees up
to its final approval (PL 6.007/2023). We will analyze
some fundamental milestones in the proceedings
of the bill and identify central actor involved in its
configuration. The following section highlights the
main points of controversy about its content and
the central arguments of the social actors involved
in disputes around the elaboration of different bill
versions. Finally, the discussion section will critically
reflect on the possible effects of the approval of the bill,
especiallyregarding the problems of proposing ethical
rules that prioritize economic interests and establish
the parameters of biomedicine as reference for other
fields of knowledge in legal terms.

An overview of the legislative process

The elaboration of the bill had a public hearing, held
on March 18, 2014, at the Social Affairs Commission
of the Senate as its starting point. According to

1 The analyzed documents are publicly accessible and were obtained from 2022 to 2024 on the websites of the surveyed institutions.

All versions of the Bill were accessed and those resulting from deliberations by each committee or the plenary were analyzed in depth.

2 This investigation is based on our research interests and our work on committees of the Brazilian Association of Anthropology (ABA)

since 2022, a relevant institution in contesting various aspects of the project.
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anarticle issued on the Senate portal, the event “fulfills
therequest of Senator Ana Amélia (PP-RS) inresponse
to the demand of institutions that complain about
the excess of bureaucracy to obtain authorizations”
(“Aberto debate sobre...,” 2014, free translation).
At the hearing, these institutions protested and
received feedback from the public agencies that
regulated clinical research. In the shorthand records,
minutes, and video of the hearing, the presence of
representatives of the pharmaceutical industry, public
and private institutions that carry out clinical research,
medical professionals, and patient associations stand
out,? in addition to the Brazilian Ministry of Health,
Anvisa, and CONEP.

Representatives of biomedical and research
institutions have characterized the benefits of clinical
research for Brazil in scientific, economic, medical, and
publichealth terms. They have discussed pharmaceutical
experimentation as a branch of production and
development, a space to train scientists, and a horizon
to access treatments in advance. On the other hand, they
emphasized that the Brazilian “potential” in this sector
faced many “bottlenecks.” On this aspect, Jaderson Lima,
representative of the Brazilian Medical Association
(AMB), was categorical: “What is the problem? We have
an anachronistic regulatory system, and the one that
refersto ethical regulation inresearch is even worse. We
have double, triple, even quadruple analysis in special
cases [...].”* Lima argued that the lengthy authorization
proccess preceding the beginning of research drove
company investments away to other countries that offer
more attractive deadlines.

The president of the Commission proposed a
working group that, in Senator Ana Amélia’s words,
could “equate the issue of agility, maintaining rigor
in the ethical issue and in the patient’s rights.”
Senator Waldemir Moka, president of the session,
suggested that the group should have 60 days to
evaluate possibilities to meet the demand for agility in
regulatory procedures. However, before this deadline,
alegislative project was filed in the Senate. According

to an article published on the Senate website, “the
problems pointed out at the hearing motivated the
creation of the Alianca Pesquisa Clinica Brasil,’
a non-profit organization that brings together
representatives of patients, medical researchers,
laboratories, and public and private institutions
in search of improving the rules. The work of this
group resulted in PLS 200/2015” (Semindario debate
projeto..., 2015, free translation). The PLS protocol
was carried out on April 7, 2014, and announced by
Ana Amélia at Seminario Aliangca Pesquisa Clinica
Brausil, a seminar organized by Alianca held a few
days later, in Brasilia.. The event and the project were
publicized as follows: Seminario debate projeto de Ana
Amélia para agilizar liberagdo de pesquisas clinicas
(“Seminar discusses Ana Amélia’s project to speed
up the release of clinical trials”).

Inboth inaugural events, Alianca and Senator Ana
Amélia stand out as protagonists in the proposal of
the bill, aiming mainly to accelerate the evaluations of
clinical research. Thus, the Bill represents an effort to
restructure regulatory processes to create a favorable
environment for the interests of health sponsors
and investors in Brazil, making it more competitive
(Castro, 2020). These agents’ efforts to constitute this
regulatory framework unfolded in a long legislative
process, in which the Senate constituted the
“initiating house” of the proceedings in the National
Congress, with the House of Representatives taking
the role of “reviewing institution” (Brasil, 1988).
The bill was discussed in three committees of each
Congress house, in their respective Plenary Sessions,
and in four public hearings.

In about two years of legislative process in the
Senate, PLS 200/2015 had different versions according
to successive amendments established in the Committee
on Constitution, Justice, and Citizenship, the Committee
of Science and Technology, Communication, and
Information Technology; the Committee on Social
Affairs; and the Plenary. Once approved in the Senate,
itbeganto be discussed in the House of Representatives

3 More specifically, the Pharmaceutical Research Industry Association (Interfarma), the Brazilian Medical Association (AMB), the Barretos

Cancer Hospital, the Oncoguia Institute, and a researcher from Santa Catarina, identified as a specialist in clinical oncology.

4 The physiciansrefer to the fact that CONEP evaluates, in addition to CEPs, research with foreign sponsorship—except for those co-sponsored by

the Brazilian government. Thus, clinical research exclusively funded by international institutions requires the consent of multiple instances.

5 Henceforth, Alianca. According to its website, Alianca is organized by a management committee, chaired by a physician and researcher;

and by an advisory committee, mainly consisting of representatives of medical societies and clinical research companies.
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under designation PL 7.082/2017, being forwarded
to the Committee of Science and Technology,
Communication and Information Technology, the
Committee on Social Security and Family, and
the Committee on Constitution and Justice and
Citizenship. These commissions issued amendments,
sub-amendments, and substitute proposals to the bill
before the Plenary intensely discussed and approved

it. Finally, returning to the initiating house, under
the designation PL 6.007/2023, only the Committee
of antes de Constitution discussed the bill, quickly
approving it in the Plenary after accepting a
request for urgent voting (Table 1). On May 28, 2024,
the Bill received presidential sanction after vetoing
two items and was published it as Law No. 14,874
(Brasil, 2024a).

Table 1 — Summary of the proceeding of PLS 200/2015, PL 7.082/2017, and PL 6.007/2023

Legislative

Project Commission

House

Version

Menu of approved versions
approval date fapp

Plenary

Committee on
Constitution and Justice
and Citizenship

Committee of Science
and Technology,
Communication, and
Information Technology

PLS 200/2015 Federal Senate

Committee on Social
Affairs

Plenary

Plenary

Committee of Science
and Technology,
Communication, and
Information Technology

PL House of
7082/2017 Representatives
PL

Federal Senate
6007/2023

o4/07/2015!

Regulates clinical research

08/12/2015
Regulates clinical research with
03/15/2016 K
human beings
Regulates clinical research with
12/14/2016 human beings and the National
System of Ethics in Clinical Research
15/02/2017
03/13/2017 Regulates clinical research with human
beings and establishes the National
System of Ethics in Clinical Research
04/18/2018 with human beings

Source: Prepared by the authors (2024), with information from the Brazilian Senate and House of Representatives portals.

Legend: ' Date of protocol in the legislative house. Gray: Versions that inserted or maintained sections that expand the object of the project, including HSS.
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Mapping Controversies: Research
Ethics, Regulatory Authority, and
Normative Scope

Inview of the impossibility of exhaustively analyzing
the details of the proceeding, we provide a panoramic
perspective of its trajectory, focusing on the controversies
inits construction process and the changes toits content.
The notion of controversy is pertinent to underscoring
mechanisms of justification, alliances, and power
dynamics in a legislative process (Latour, 2016). In the
case of the chosen Bill, issues related to the institutional
organization of the ethical regulation system and its
consequences on specific aspects of experimental
methodologies and the rights of participants in clinical
research formed the central line of tension throughout
its proceeding. Moreover, the characterization of the
regulatory object received attention, with the critical
leading role of HSS associations.

This section describes the central actors in the
discussions on the ethical evaluation aspects of
clinical research and on the scope of the Bill, their
alliances and argumentation strategies; we also
map the repercussions due to changes to the Bill.
Regarding the first controversy, we highlight three
actors: Alianca, CONEP, and the Centro Brasileiro
de Estudos de Saude (Cebes - Brazilian Center for
Health Studies). In the discussions on bill scope, we
highlight the public manifestations of ABA and the
Humanities, Applied Social Sciences, Linguistics,
Letters and Arts Forum (CHSSALLA). We adopted
three main criteria to identify the involved social
actors: continuous engagement; publication of public
letters, statements, and notes; and fostering alliances
to influence the course of the bill proceedings. The
synopses summarize the transformations in the
project in the changes in their description (Table
1), which this study will analyze in the light of the
differences in the entirety of the initial proposal and
the final versions approved in each legislative house.

Ethical review syastem, placebo, and post-study
access

The synopsis of the original version of PLS
200/2015 describes that its content “regulates
clinical research,” and its first paragraph details

that the text “establishes principles, guidelines, and
rules for the conduct of clinical research on human
beings by public or private institutions” (Brasil, 2015,
free translation). At that time, clinical research,
the object of the regulation, was defined as follows:

a set of scientific procedures, developed
systematically with human beings, with the objective
of evaluating the action, safety, and efficacy of
medicines, products, techniques, procedures, and
medical devices for preventive, diagnostic, or
therapeutic purposes, regardless of the methodology,
whether experimental or observational (Brasil, 2015,
free translation).

The PLS consists of terms and definitions related
to clinical research; descriptions of procedures,
responsibilities, and conducts to be followed by
researchers; sponsoring companies; clinical research
organizations (CRO); ethics committees and health
authorities; and indications of the rights of research
participants. Replicating discussions that supported
its elaboration, the PLS justification section
characterizes the ethical evaluation process then
in force as “inefficient, anachronistic, and riddled
with serious distortions.” Thus, the bill aimed “to
ensure the protection of the clinical research subject
and to contribute to scientific and technological
development in the area of health, facilitating the
population’s access to the benefits arising from the
advancement of scientific knowledge” (Brasil, 2015,
free translation).

After about two years of discussions and
dissent, the version approved by the Senate Plenary
contained significant changes, visible in the synopsis
of the PLS: “regulates clinical research with human
beings and establishes the National System of
Ethics in Clinical Research with Human Beings”
(Brasil, 2017a, free translation). This transformation
signals one of the points of discussion between
those interested in the organization of instances of
ethical review of clinical research. Due to criticism
of regulatory deadlines, in the initial version of PLS
200/2015, only Institutional Review Boards (CEP) or
Independent Ethics Committees, operating outside a
higher regulatory body, were responsible for clinical
trials' clearance. This modification would imply
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extinguishing CONEP's regulatory and evaluative
functions, which the proponents of the project
strongly criticized.

This proposal to neutralize CONEP produced a
strongreaction by the CNS and its allies, such as the
Cebes, the Brazilian Association of Collective Health
and Fiocruz. This study will analyze the document
from CONEP (2015) entitled Open Letter to Society:
Bill No. 200/2015: A disservice to Brazilian society;
a note prepared by the Cebes (Bill of law..., 2015),
under the title “Bill removes from Brazilian society
the control of research involving human beings;”
and comments in response to this note from Alianca
(2015). These documents were produced in 2015 and
detail aspects of the controversy at different times
of the legislative process. As the process progressed,
new actors allied themselves with CONEP,® and other
documents arose. It will be impossible to focus on the
actions of these actors within the limits of this study.

The CEP-CONEP System receives its name for
its capillary performance in more than goo CEPs,
following CONEP resolutions, circular letters, and
regulations. CEP members and CONEP consider
CNS Resolution No.196/1996, which established the
CEP-CONEP System, as a historical milestone of this
ethical standardization (Falc&o, 2023). CNS Resolution
No. 466/2012 replaced this regulation, maintaining
the CONEP prerogatives for system management and
evaluation in addition to CEPs of projects with specific
configurations, which often include international
multicenter clinical trial protocols. Alianca and other
entities, such as Interfarma, the Brazilian Medical
Association, and the Brazilian Association of Clinical
Research Organizations criticized this regulation for
deeming it as a “slow” ethical evaluation of clinical
research and an obstacle to the development of
health technologies.

In an open letter, CONEP (2015) argues that
proposing a new structure for ethical review without
considering its performance would also disregard
its regulations, with precluding "social control of
research with human beings in Brazil [...].” Thus,
“society would lose because it would no longer have
in its hands the control of the ethical analysis of

research” (CONEP, 2015, free translation). According
to this document, the end of national coordination
of the CEPs would fragment their performance and
hinder complaint forwarding. Allying itself with
CONEP, the Cebes, described on its website as “a
historic institution for the obtention of health as a
universal right of citizenship and a duty of the State,
a protagonist in the creation and defense of the
SUS,” highlighted that this change would seriously
weaken “the protection of human dignity and the
rights of participants in clinical research”, since
the PLS evinced “openings for the predominance of
the interests of large conglomerates in the health
industry to the detriment of the protection of the life
and health of research participants” (Cebes, 2015,
free translation).

The existence of a national instance of ethics in
research and its institutional linkage, composition,
and attributions underwent intense disputes, a fact
visible in the mentions to the “National System of
Ethics in Research” in the bill, whether it specifically
aimed at clinical research or not. Collective
health, public health, bioethics, and social control
institutions vehemently opposed the possibility of
neutralizing the regulatory role of CONEP and its
disconnection from the CNS. With the return of the
bill to the initiating house for the final procedures,
the senators resumed the provision of a “National
System of Ethics in Research” in response to the
demands of CONEP (Ascom CNS, 2024). The system
would focus on evaluating any “research with human
beings,” but would be coordinated by a national
body linked to the science and technology area of
the Ministry of Health (Brasil, 2024b).

In addition to this institutional aspect, the use
of placebo has offered a point of controversy since
the beginning of the PL proceeding. Placebo consists
of a control technique in randomized clinical trials
in which a device mimics the intervention tested
without containing the active ingredient responsible
for treating a certain disease. The original version
the Senate stated that “[t]he use of placebo is only
admitted when there is no conventional treatment
for the disease that is the object of clinical research

6 For example, the Brazilian Society of Bioethics, Frente Pela Vida, and associations of people with rare diseases.
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or to meet a justified methodological requirement”
(Brasil, 2015, free translation). During the proceedings
in the Senate, the wording referring to this point
changed several times, undergoing intense epistemic
and ethical disputes. During this period, some critical
entities labeled the text as the “Human Guinea Pigs
Bill” due to the flexibilization of aspects of Resolution
466/2012.

This resolution stipulates that the involvement
of human beings in research should be evaluated
based on the principlist bioethical notion of non-
maleficence, which advocates that “the benefits,
risks, difficulties, and effectiveness of a new
therapeutic method should be tested, comparing it
with the best current prophylactic, diagnostic, and
therapeutic methods” (Brasil, 2012, free translation).
Thus, current regulations only justify the use of
placebo if no treatment is available for the disease
and the risks are smaller than the benefits. The
CONEP letter criticizes the formulation of the Bill,
contrasting the logic of protecting the rights of
participants and the methodological justifications
for using placebo:

It is almost always possible to scientifically justify
the use of placebos, but there is rarely an ethical
justification for their use. In other words, the Bill
would allow the inclusion of sick individuals in
research without offering treatment even when
it was available. There could be an indiscriminate
use of placebo, putting the health of individuals at
risk (CONEP, 2015, free translation).

Similarly, the Cebes expressed in a note that
the “flexibility” of the regulation represented a
setback as scientific relevance would become the
main criterion for evaluating the use of placebos,
diminishing the ethical dimension (Cebes, 2015).
In turn, Alianca’s response to the Cebes stated
that this concern “mystified” placebos since their
use, when justified, occur “in the light of the most
current scientific methodology, supported by health
legislation.” Additionally, it stated that, “[it is]
reckless, indeed, to use placebos outside of these
conditions, but for this, it is required to describe
these justifications in the research protocol, which

should be duly appreciated and approved by the
ethics committees” (Alianca, 2015, free translation).

Finally, another target of public contention
referred to the access to treatment by research
participants when trials end. The wording of items
on the subject changed during almost the entire
proceeding. The first version of the PLS proposed
that “at the end of the research, the promoter or
the promoting investigator will guarantee the
research subjects the free supply of the experimental
drug with greater therapeutic efficacy or a more
favorable risk/benefit ratio” (Brasil, 2015). However,
the Bill implied that the supply of the drug should
be restricted to two situations: risk of death or
worsening of the clinical condition of the research
participant and the absence of alternative treatment
in Brazil for the investigated disease.

The Cebes considered these conditions as
“extremely restrictive” when compared to the
current ethical norms. Resolution 466/2012
prescribes that the study sponsor must guarantee all
participants “free and indefinite access to the best
prophylactic, diagnostic, and therapeutic methods
that have been shown to be effective” at the end
of the study. Thus, the institution considered the
PLS a “setback,” insofar as it “does not guarantee
access to drugs in the post-study for people who
have tested the experimental drug and who still
need treatment” (Cebes, 2015). Likewise, CONEP
emphasized the loss of rights already guaranteed
by the current regulations: “The one who loses will
be the participant, who would submit to research,
not without risks, and would not have his right to
receive the medicine that brought him benefit fully
guaranteed (CONEP, 2015). Alianca’s letter, in turn,
points out to a misunderstanding of the PLS, arguing
that the text states that, “without an alternative in
the country or when there is a risk of death, it is
mandatory to provide the medicine for the necessary
time, usually at medical discretion, safeguarding the
health legislation in force” (Alianca, 2015).

The controversies caused several changes
in the regulation of placebo use and post-study
access. The final version of the project restricted
the exclusive use of placebo to only when there are
no alternative treatments for the disease being
researched and when the risk/benefit ratio favors
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participants. It also recommended that, in cases of
placebo use combined with another intervention,
research participants would have to receive the
best available treatment or those provided for in
protocols of the Ministry of Health or specialized
medical societies (Brasil, 2024). Regarding post-
study access, the text submitted for presidential
sanction stated that the provision of treatment
would have a fixed period? and increased the
conditions for the researcher and the sponsor to
decide to continue it:

according to the following criteria: I - the severity
of the disease and its threat to the continuity
of participants’ life; IT - the availability of
satisfactory therapeutic alternatives to treat
research participants considering their location;
III - whether the investigational drug contemplates
an unmet clinical need; IV - whether the evidence
of benefit to participants outweighs the evidence
of risk with the use of the investigational drug
(Brasil, 2024, free translation).

Advancing toward all areas of knowledge

During the proceduring of the House of
Representatives, aspects of the project related to
its object were significantly altered. By excluding
the qualifier that restricted it to clinical research,
the Bill began to address “research with human
beings in Brazil” in the version approved by the
reviewing house (Brasil, 2017b). This change
happened because of editorial changes within and
between the committees. Initially, the Committee
on Social Security and Family excluded the word
“clinical” from the synopsis and several passages
of the bill. The Committe members also inserted
paragraph 73, according to which: “The terms of
this law apply to research with human beings in
all areas of knowledge.” However, the expansion of
the scope of clinical research to other areas had no
corresponding changes in content, i.e., although the
text had undergone important changes, its terms
remained fundamentally oriented to the regulation
of clinical research.

Such expansion established new meanings for
the object of this text. While the versions discussed
in the committees maintained the definitions of
clinical research and clinical trial as practically
interchangeable, the version of the Plenary of the
House of Representatives distinguished clinical
research—which now encompassed experimental,
epidemiological, and other studies—from “research
with human beings.” The latter was defined in an
identical way to that provided for in Resolution
466/2012 of the CNS: “research that individually
or collectively has human beings as participants in
its entirety or in part and involves them directly or
indirectly, including the management of their data,
information, or biological samples.” Finally, the text
added another definition: “scientific, technological,
or innovation research involving human beings,”
conceptualized as “research that individually or
collectively interacts with human beings directly
without the purpose of registering the product under
research” (Brasil, 2017b, free translation).

The final provisions of this version emphasized
that the text would focus “on research with human
beings in all areas of knowledge, as appropriate
and in accordance with the regulation.” Without
specifying how the relevance of the project for
studies outside the references, methodologies,
and ethical issues specific to biomedicine would be
evaluated, the text also addressed the projection that
such regulation “will regulate possible specificities
of research in the human and social sciences, aiming
at to the progress of science and the due application
of this Law” (Brasil, 2017b, free translation). No
version of the project described the procedures and
deadlines for establishing this regulation.

The potentially affected disciplines noticed this
change. In a public hearing held at the Committee
on Constitution and Justice and Citizenship in
2019, anthropologist Luiz Fernando Dias Duarte,
representative of FCHSSALLA and ABA, was one of the
participants precisely due to the inadequate extension
of the Bill. Being echoed by the Brazilian Society for
the Advancement of Science representative, Fernanda
Sobral, his presentation was based on two goals: i)

7 The item of the Bill that limited post-study access to a period of five years, beginning its count from the commercial availability of the

drug in Brazil, was vetoed at the stage of presidential sanction and suppressed from the Law.
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marking the epistemological differences between
health and humanities and ii) showing that the Bill
referred exclusively to clinical research and that the
subtraction of the term “clinical” failed to imply an
automatic adequacy for many areas of knowledge.
Thus, he stated that:

Article 73 even says, in an absolutely appalling
way: “The terms of this Law apply to research with
human beings in all areas of knowledge.” That is,
anthropology, sociology, urbanism, arts, journalism,
linguistics, education, theology, industrial design,
administration, social work, archaeology. All of
them would have to be subordinated to the text as
it is today, with its exclusive and clearly clinical
and medical configuration. The clinical prism of
medicine would analyze all research on elections,
language, economics, sports, family, international
relations, property, cultural heritage, rights,
religion, scientific practice, the environment,
agricultural practices, digital communication,
work, and philosophical systems. (free translation)

Despite the deputies commitment torestoring the
original scope of the Bill at the end of the hearing,
subsequent versions of the text maintained the
advance toward “all areas of knowledge.” Thus,
public statements from FCHSSALLA and ABA
were published in technical notes addressed to
parliamentarians, and society in general. In these
documents, these institutions took a firm position
regarding the inadequacy of the application of
the proposed law for humanities research and the
ethical setbacks in the rights of clinical research
participants. A joint note signed and published
by several associations in 2021® argued that “[t]he
deviation from the original vocation of PL 7.082/2017
would produce the most unbearable constraints
in the analysis of projects that are not ‘clinical
research’ (free translation). Moreover, possible
setbacks in the rights of Indigenous peoples and
traditional communities were highlighted, insofar as

the Bill observes no legislation that ensures “respect
for forms of organization, self-identification, and the
process of free, prior, and informed consultation”
(SBPC, 2021, free translation).®

The demands of HSS associations were largely
ignored and the final version of the Bill approved in
the Senate maintained the expansion of regulation.
Focused on “research with human beings,” the
content of the version that was sent for sanction
kept the text identical to that approved in the
Plenary of the House of Representatives regarding
the humanities, projecting a specific regulation for
“possible specificities of research in the human and
social sciences” (Brasil, 2024, free translation). In an
interview given to the Senate portal by the rapporteur
of the text in this house, this fact was celebrated:
“for Dr. Hiran, the most important change in the
report approved by the Committee on Constitution
and Justice and Citizenship is the expansion of the
scope of clinical research in the health area to any
area of knowledge” (Agéncia Senado, 2024, free
translation).

The legal regulation of HSS under the
aegis of clinical research

The controversies in this study rearticulate and
update a series of public discussions regarding the
ethical regulation of scientific research in Brazil.
Biomedical investigations, the central axis of the
studied bill, have received the attention of debates
for at least four decades. Biomedical institutions and
professionals have strongly contested the regulations
of the CNS Resolution No.196/1996 that established
the CEP-CONEP System (Castro, 2020). Since its
organizational restructuring and regulatory update
in the 2010s, CONEP has sought to respond to the
demands for greater agility and encouragement of
clinical research, even absorbing these guidelines
as significant for protecting research participants
as they could contribute to facilitate access to
experimental treatments (Castro, 2019). Thus, during

8 This note is signed by the Brazilian Society for the Advancement of Science, FCHSSALLA, ABA, the Brazilian Association of Political
Science, the National Association of Research in Social Sciences, and the Brazilian Society of Sociology.

9 The president vetoed the item of the Bill that established communication to the Public Prosecutor’s Office in cases of research involving

Indigenous participants.
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the proceedings of the Bill, CONEP emphasized its
strategies to reduce evaluation deadlines, update
resolutions, accredit CEPs, among other initiatives,
reaffirming its recognition of the importance of
clinical research.

Nevertheless, the representatives of international
pharmaceutical companies' interests - Alianca
and their allies - saw the possibility of advancing
demands for greater "competitiviness" and "legal
security” in Brazilian legislation. (2015, p. 1583,
free translation), “The Bill appears to be directly
influenced by the Document of the Americas, drafted
in 2005 at the 4th Pan-American Conference on
Harmonization of Pharmaceutical Regulation.” This
document, in turn, largely replicates the Guideline
for Good Clinical Practice, which the International
Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals
for Human Use, originally published in 1996. The
approximation with these guidelines facilitates the
composition of strategies for multicenter clinical
trials, reducing the deadlines for their execution and,
thus, the costs of producing the evidence necessary
to obtain licenses to trade biomedical technologies
(Castro, 2020).

According to Kaushik Sunder Rajan (2017),
efforts to approach global market guidelines and
perspectives, such as those that characterize the
analyzed Bill, and the processes in India the author
studied configure a movement that has restructured
legislation in countries of the global south toward
becoming more pleasant to the business interests
of the global north. Conceptualizing this movement
as “pharmacocracy,” the author draws attention to

The Euro-American research and development
(R&D)- driven pharmaceutical industry operates
to institute forms of governance across the world

that are benefitial to its own interests. I argue that
the global harmonization of clinical trials and
intellectual property regimes must be understood in
terms of this expansion of multinational corporate
hegemony. (Sunder Rajan, 2017, p. 6).

In our case, the perspectives of “harmonization”
arevisible in the proposed and concretely implemented
changes to bring Brazilian regulatory deadlines and
procedures closer to those of other countries. The
original version of PLS 200/2015 pointed out an
“unjustified lack of isonomy in the analysis process
observed between national and international
multicenter research projects” (Brasil, 2015, free
translation). According to the proponents of the
Bill, all these problems would stem from an alleged
inadequacy of the CONEP link to the CNS, considered
technically incapable of addressing the ethical
regulation of biomedical research. This represents
an attack on the CEP-CONEP System, resulting in
setbacks in the rights of research participants and
constituting a strategy to expand the Brazilian
presence in the global scientific and economic market
of clinical research by producing conditions that favor
the interests of the major sponsors of these initiatives,
which closely link the idea of health to the market.

In addition to the ethical setbacks, we highlight
how this process of “harmonization” occurred at
the expense of the recognition of epistemological
and political differences in the scientific field,
resulting in a mistaken idea of equivalence
across fields of knowledge (Falcédo, 2019).*",
implying the subordination of HSS research to
the set of regulations applied to clinical research.
Understanding how these areas were included in a
clinical research Bill requires a step back and the
brief outline of how the Brazilian scientific, political,
moral, and ethical field normalizes the extension

10 This harmonization process strongly resembles what Nader (1994) calls “coercive harmony,” in which, despite the appearance and idea

of harmonization, the process of construction and application of guidelines occurs by imposingly erasing differences, which, according

to Nader, configures a form of control to silence conflicts and inequalities, thus constituting a mechanism of power.

11 The critical debate about the inadequacies of the CNS resolutions for HSS research dates to the early 2000s and can be retrieved in

publications such as Victora et al. (2004); Fleischer and Schuch (2010); Sarti, Pereira, and Meinerz (2017), Falcdo (2019), and Mainardes et

al. (2023). These texts, mainly from anthropology, show that the epistemological distinctions between HSS and biomedicine concern the

following: (1) way of conceiving interlocution and alterity and, therefore, how the intersubjective relationship of research is constructed,

referring to the contextual and respecting differences and diversity; and (2) qualitative research is processual and dialogical, i.e., it is built

in a process and constant dialogue with the actors involved in the research. Researchers in the area always highlight these two premises.
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of regulations specific to the health area. In doing
so, we underline how such a phenomenon is not
exclusive to this context.

The CEP-CONEP System stems from CNS
Resolution 196/1996, which established the ethical
regulation of “research involving human beings”
as its object (Brasil, 1996). This resolution and the
activation of this term, which differs slightly from
thatin other countries (Nicacio, 2023), expanded the
ethical regulation of research by the CNS, which,
until then, through Resolution 01/1988, focused only
on “research in the area of health” and especially on
those in the biomedical field (Brasil, 1988). Thus,
“by a linear projection of biomedical conceptions
over human and social conceptions” (Duarte, 2015,
p- 32, free translation), the very constitution of the
CEP-CONEP System included the regulatory advance
of biomedical studies on social research.

The critical mobilization of entities in these areas
after the revoke of Resolution 196/1996 and the draft
of the currently in force Resolution 466/2012 created
a complementary regulation that would explain the
particularities and ethical specificities of qualitative
research (Sarti; Pereira; Meinerz, 2017; Falcéo,
2020). CNS Resolution 510/2016 was published
because of three years of intense discussions by a
working group (Brasil, 2016). However, although
the resolution shows some advances regarding the
ethical evaluation of these areas, there remain many
misunderstandings with humanities research: the
form of organization of Plataforma Brasil, by which
submissions to the CEP-CONEP System occur and
evaluations are administered and recorded (Falcdo,
2023); the non-use of this resolution by the CEPs
(Silva, 2023); and even the “complementary” status
of this norm (Francisco; Santana, 2017; Falcio,
2019). In this scenario, HSS research remains
as a kind of appendix to the methodological and
ethical perspectives of clinical studies, and many
review boards resist putting Resolution 510/2016
into practice.

The homogenization of different conceptions
of ethics, which HSS (especially anthropology) has
strongly criticized, is evinced in the proceeding of
the Bill we analyzed. Since the removal of the word
“clinical” from some excerpts of the original project
to the insertion of the expression “all areas of

knowledge” to characterize the object of the proposed
regulation, the disregard and subordination HSS
research to clinical research has become apparent
as aspects of the latter are framed as transferable
to the methodologies of the humanities (Duarte,
2015; Falcdo, 2020). More than that, the sanction
of the Bill strengthened the serious historical
problem of universalization of (bio)medical and (bio)
ethical references, establishing new rules and legal
responsibilities for those fail to comply with the
content of the law and with the Ministry of Health as
the body responsible for the ethical supervision of any
scientific research with human beings in the country.
Evincing the political character of the epistemological
disputes contained in the procedural progress of the
Bill (Bourdieu, 1983), the inclusion of the various
epistemologies of the HSS in the expression “eventual
specificities” can be interpreted as an attempt to
maintain their inadequate incorporation into the
biomedical scope and to strengthen acts of disrespect
for the Humanities community as the epistemological
differences among these areas receive norecognition.

Final Considerations

The setbacks in guarantees to participants in
clinical research have opened a new period regarding
scientific studies in Brazil in which market logics
and practices take explicit precedence over the
interests of the subjects involved in studies.
The legal framework of provisions favoring the
market interests of clinical research weakens the
current ethical framework and asymmetrically and
normatively supports its interests regarding the
subjects in medical experiments and the relationship
with epistemologies and ethics in the humanities.
Moreover, this regulation, with all its problems, will
unduly and dangerously guide the ethical evaluation
of qualitative research, an injunction that calls
for renewed efforts for reflection and the critical
mobilization of CHSSALLA.

Unfortunately, this undue extensiveness
of regulations that originated in biomedicine
to CHSSALLA has a long history in the ethical
regulation of Brazilian research. Considering
the continuities and novelties between the
implementation of the CEP-CONEP System and the
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analyzed bill in its relations with the humanities,
we seem toretrieve a past thatisyet to go away and
that continuously and epistemologically, ethically,
and politically disregarded these areas. This past is
now renewed in an equally worrying and surprising
way since any insurgencies due to non-compliance
with the provisions may be read as illegalities. In
the face of unpredictability as to the moment and
conditions that will enable discussing the regulation
of the HSS, we, professionals in these fields, continue
to be subjected to regulations that are significantly
foreign to our practices and endure disregard to
regarding the historical, methodological, and ethical
singularities of our fields of knowledge.
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