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OPINION PAPER

Declaration of Helsinki 2024: Advances and Persistent Setbacks
From a Latin American and Caribbean Bioethical Perspective

The World Medical Association adopted a new version
of the Declaration of Helsinki (DoH) at its 75th Gen-
eral Assembly in October 2024 (1). While the revision
introduced some positive changes regarding the human
rights of research participants, significant setbacks remain.
These concerns were highlighted during public consulta-
tions by Redbioética, a non-profit interdisciplinary network
of bioethics experts established in 2003 with the support of
UNESCO, where it submitted recommendations (2) based
on UNESCO’s Universal Declaration on Bioethics and Hu-
man Rights (UDBHR) (3).

Among the advances in the 2024 DoH is the extension
of ethical principles beyond physicians to encompass re-
search teams and organizations, thereby broadening ethical
accountability (4). In addition, the recognition of “various
structural inequities” in health research and the emphasis
on engaging participants and communities at every stage
promote equity and social justice. The concept of vulnera-
bility has also been refined to reflect its dynamic, contex-
tual, and social dimensions (4). However, these advances
are tempered by persistent ethical concerns.

The Covid-19 pandemic underscored the importance
of maintaining rigorous ethical standards during emergen-
cies, particularly for unproven interventions. The 2024
DoH includes important advances, such as requiring un-
proven interventions to comply with ethical safeguards,
yet it lacks several of Redbioética’s proposed measures,
including mandatory ethics review, continuous safety mon-
itoring, and compulsory reporting of observational studies
in unregulated settings. The absence of these provisions
weakens oversight, jeopardizes the balance of benefits and
harms, and puts the safety of participants at risk.

One of the persistent issues in the 2024 DoH remains
the flexibility regarding the use of placebos — or no
treatment — in clinical trials. Their use is permitted in
“methodologically justified” circumstances, provided that
patients “will not be subject to additional risks of serious
or irreversible harm as a result of not receiving the best
proven intervention” (1). However, the interpretation of this
provision remains unclear, which continues to raise ethical
concerns about double standards in international medical
research (5). The changes introduced in the placebo para-
graph of the DoH (2013), which continue in the 2024 ver-
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sion, “were presumably introduced to allow comparisons
of interventions used in resource-poor countries, to com-
pare existing interventions with new ones” [...] (6). We
advocate for stricter guidelines, and believe that the use of
placebo should be limited to situations where there is no
proven, effective, and safe comparator treatment (2,4). This
position is based on the principles of respect for human
dignity and human rights, and affirms that the protection
of research participants must always prevail (3).

Another critical issue is post-trial access to treatments
that have proven to be safe and effective. While the 2024
DoH recognizes this need, it does not provide a clear
framework for implementation, leaving a significant gap.
It is concerning that the 2024 DoH leaves decisions on
post-trial access to research ethics committees, potentially
weakening protections, particularly in countries with less
robust ethical oversight systems. Redbioética has called
for stronger commitments from sponsors to ensure that re-
search participants, especially in low- and middle-income
countries (LMICs), have access to these interventions once
studies are completed (2,4), in line with the UDBHR’s
“benefit-sharing” principle (3).

It is important to note that the Uruguayan Medical
Association submitted motions against the paragraphs on
placebo use and post-trial access at the 75th WMA Gen-
eral Assembly in October 2024. Despite limited support,
the German and Dutch Medical Associations defended the
original proposal to avoid hindering “necessary research”
(7). The Uruguayan motions were rejected.

Redbioética expresses its concern about the 2024 DoH
version and joins efforts to broaden its impact (2,4), urging
states to adopt standards that go beyond those in the cur-
rent version and are more closely aligned with the UDBHR
and the highest level of participant protection.

*The views expressed are solely those of the signatories
and do not necessarily reflect the positions of UNESCO,
and are therefore not binding on the organization.

References

1. World Medical Association. World Medical Association Declaration of
Helsinki: ethical principles for Medical research involving Human par-
ticipants. JAMA 2025;333:71-74. https://doi.org/10.1001/jama.2024.
21972.

0188-4409/$ - see front matter. Copyright © 2025 Published by Elsevier Inc. on behalf of Instituto Mexicano del Seguro Social (IMSS).

https://doi.org/10.1016/j.arcmed.2025.103237


http://crossmark.crossref.org/dialog/?doi=10.1016/j.arcmed.2025.103237&domain=pdf
https://doi.org/10.1016/j.arcmed.2025.103237
http://doi.org/10.1001/jama.2024.21972
https://doi.org/10.1016/j.arcmed.2025.103237

2 Hellmann et al./Archives of Medical Research 56 (2025) 103237

2. Redbioética UNESCO para América Latina y el Caribe. Posicién de
Redbioética sobre la Declaracién de Helsinki 2024. https://doi.org/10.
5281/zenodo.14017430 (Accessed April 3, 2025).

3. United Nations Educational, Scientific and Cultural Organization (UN-
ESCO). Universal Declaration on Bioethics and Human Rights. Paris:
UNESCO; 2005 https://unesdoc.unesco.org/ark:/48223/pf0000142825
Accessed April 3, 2025.

4. Helsinki statement from an independent stakeholders’ Group to
expand the impact of the 2024 revision of the WMA Decla-
ration of Helsinki. Clin Eval 2024;52. http://cont.0.007.jp/52pop/
HelsinkiStatement_180ct24_final.pdf Accessed April 3, 2025.

5. Hellmann F, Verdi M, Schlemper BR Jr, Caponi S. 50th anniversary
of the Declaration of Helsinki: the double standard was introduced.
Arch Med Res 2014;45:600-601. doi:10.1016/j.arcmed.2014.10.005.

6. Macklin R. Double standards in multinacional research. In: Porto D,
Schlemper BR, Martins GZ, Cunha T, Hellmann F, editors. Bioética:
satde, pesquisa, educac@o. Brasilia: CFM/SBB; 2014. p. 59-75.

7. Kurihara C, Matsuyama K, Baroutsou V. World Medical Associa-
tion’s declaration of Helsinki, 2024 revision: celebrating the 60th an-
niversary, at Helsinki. Clin Eval 2025;52. http://cont.0.007.jp/52pop/
52pop_contents_e.html Accessed April 3, 2025.

FERNANDO HELLMANN*

Giovanni Berlinguer Chair in Bioethics and Public Health, Department
of Public Health, Federal University of Santa Catarina, Floriandpolis
SC, Brazil

SUSANA M. VIDAL

Guest researcher. Centre for medical Ethics, University of Oslo,
Coordinator Education Program, Redbioetica UNESCO, Oslo, Norway

CLAUDE VERGES
Cdtedra de Etica Médica y Bioética, Facultad de Medicina, Universidad
de Panamd, Campus Dr. Octavio Méndez Pereira, Via Transistmica,

Ciudad de Panamd, Repiiblica de Panamd

CONSTANZA OVALLE

Departamento de Bioética, Universidad El Bosque, Bogotd, Colombia

DIEGO FONTI

Comision Nacional de Investigaciones Cientificas y Técnicas, Cdordoba,

Argentina

GABRIELA MINAYA

Instituto Nacional de Salud, Ministerio de Salud-Per Santiago de

Surco, Lima, Perii

IGNACIO MAGLIO
Director del Centro de Estudios y Observatorio de Bioética de la
Universidad Isalud, Ciudad Auténoma de Buenos Aires, Buenos Aires,

Argentina

LUIS MANUEL LOPEZ DAVILA
Investigador del Centro de Investigaciones de las Ciencias de la Salud,
Facultad de Ciencias Médicas, Universidad de San Carlos de

Guatemala, Centro Universitario Metropolitano, C.A. Guatemala

MARIA VIRGINIA RODRIGUEZ FUNES

Hospital Nacional Rosales, San Salvador, El Salvador

MARIANELA BARCIA
Unidad Académica de Bioética, Facultad de Medicina Universidad de

la Repiiblica, Montevideo, Uruguay
MARTHA MARCELA RODRIGUEZ ALANIS

Instituto de Investigaciones en Bioética, Monterrey, Nuevo Ledn,

Mexico

MARTA ASCURA

Ministry of Public Health and Social Welfare of Paraguay, Asuncion,
Paraguay

THIAGO ROCHA DA CUNHA
Postgraduate Program on Bioethics, Pontifical Catholic University of

Parand, Parand, Brazil

XIOMARA BU
Organizacion Asociacion Foro Nacional de VIH/Sida, Francisco

Morazdn, Honduras

VOLNEI GARRAFA

Postgraduate Program on Bioethics, University of Brasilia, Brasilia,

Federal District, Brazil

JOSE RAMON ACOSTA SARIEGO

Universidad de Ciencias Médicas de la Habana, La Habana, Cuba

Corresponding author. Fernando Hellmann, Giovanni Berlinguer
Chair in Bioethics and Public Health, Department of Public Health,
Federal University of Santa Catarina, R. Eng. Agrondmico Andrei
Cristian Ferreira, s/n-Trindade, 88040-900, Floriandpolis SC, Brazil.
E-mail: fernando.hellmann@ufsc.br or

susanamvidal @hotmail.com

Received for publication November 30, 2024; accepted April 23, 2025
(ARCMED-D-24-01115).


http://doi.org/10.5281/zenodo.14017430
https://unesdoc.unesco.org/ark:/48223/pf0000142825
http://cont.o.oo7.jp/52pop/HelsinkiStatement_18Oct24_final.pdf
https://doi.org/10.1016/j.arcmed.2014.10.005
http://refhub.elsevier.com/S0188-4409(25)00057-8/sbref0006
http://cont.o.oo7.jp/52pop/52pop_contents_e.html
mailto:fernando.hellmann@ufsc.br
mailto:susanamvidal@hotmail.com

	Declaration of Helsinki 2024: Advances and Persistent Setbacks From a Latin American and Caribbean Bioethical Perspective
	References


