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Abstract This year, 2024, marks the 60" anniversary of the Declaration of Helsinki, with the latest revision adopted by
the World Medical Association (WMA) in October 2024. The 2024 Declaration of Helsinki is a statement docu-
ment of ethical principles for research involving humans, human data, and human cells and tissues. Revising
the 2013 Declaration of Helsinki document was undertaken over more than two years with international col-
laboration to enhance the inclusivity of medical research, protect the rights of research study participants,
and address contemporary research challenges such as global health emergencies and data privacy. The re-
vised Declaration document does not replace the roles of the Institutional Review Board and the local Ethics
Committee in reviewing and approving all research study protocols but continues to provide ethical guidance
for the individuals who support, review, and conduct medical research. This editorial highlights the timely re-
visions in the 2024 Declaration of Helsinki and the importance of updating and maintaining an international
consensus for a code of ethics that guides medical research.
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On October 19, 2024, the World Medical Association (WMA) an-
nounced the adoption of the 2024 Revision of the Declaration
of Helsinki, a statement document of ethical principles for re-
search involving humans, human data, and human cells and
tissues [1]. The revision process was undertaken over more
than two years with international collaboration to enhance the
inclusivity of medical research, protect the rights of research
study participants, and address contemporary research chal-
lenges such as global health emergencies and data privacy [1].
The revised Declaration document updates the previous 2013
Declaration of Helsinki in several ways [1,2]. Table 1 summa-
rizes the fundamental changes and updates to the content of
the 2024 Declaration of Helsinki [1].

The WMA was established in 1947 in response to concerns re-
garding the ethics of medical and research practices during
and after World War 11 [3]. Since 1947, the WMA has provid-
ed a platform for developing and maintaining a global consen-
sus on medical ethics [3]. In 1964, the WMA adopted the first
Declaration of Helsinki to establish ethical principles for med-
ical research involving humans [3]. However, although the first
Declaration document was driven by international laws that
include the Nuremberg Code, the Declaration of Helsinki has
never been an official legal document, and the WMA has no
legal authority or procedures [4]. However, for more than six
decades, the Declaration of Helsinki has been the most recog-
nized and influential international code of ethics guiding medical

research [4]. Although the Declaration of Helsinki includes un-
changed fundamental ethical principles, the document has been
revised several times as medical research has progressed [3].

The history of the WMA and the history of research regulation
has focused on protecting individual study participants [3,5].
However, similar ethical frameworks that guide medical in-
terventions in clinical practice still need to be developed [5].
The Declaration of Helsinki guides the protection of partici-
pants in trials of experimental or new or previously untested
interventions [3]. However, for clinical research of lower risk,
such as comparative efficacy studies, guidance may be mis-
aligned, as research participants are highly protected but pa-
tients in clinical practice may be under-protected [5,6]. Ethical
oversight for clinical trials and the patients who participate in
clinical trials, as well as regulatory practice, requires consid-
eration of study design, patient risk, and the requirements of
participant research consent [5,7].

Several authors have commented on the main revisions to the
2024 Declaration document and the implications of these revi-
sions [1,5,8,9]. An important addition to the Declaration doc-
ument is guidance on the appreciation of global ethical chal-
lenges that require responsible inclusivity in research with
appropriate safeguards, particularly for underrepresented and
marginalized groups (Table 1) [1,8]. The roles of research Ethics
Committees in the approval, monitoring, and implementation
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Table 1. Summary of key revisions to the 2024 Declaration of Helsinki [1].

Revision to the Declaration document

Description of the revision

Terminology

Governance of Biobanks and Health
Databases (Declaration of Taipei)

Unproven or non-evidence-based
interventions

Study design and environmental
sustainability

Participant language, preferences and
values, and consent

The term ‘participants’ has replaced ‘subjects’ throughout the Declaration document,
and gender-neutral language has been adopted to respect individuals involved in
research

The Declaration document now addresses all individuals, teams, and organizations
involved in medical research, including physicians, as an acknowledgment of the
interdisciplinary nature of modern research studies and the ethical requirements of all
research participants

The new Declaration document emphasizes meaningful engagement with research
study participants before, during, and after the study has been undertaken

Researchers are advised to consider the long-term and global benefits, risks, and
safety of research studies and the fair and responsible inclusion of vulnerable
populations who require adequate support. Vulnerable individuals include those who
may be unable to provide consent

Paragraph 32 of the Declaration document has been rewritten to address informed
consent requirements for collecting, storing, and secondary use of data and biological
materials. Situations are recognized where obtaining consent for unforeseen
secondary research may not be possible, and in these cases, an Ethics Committee
review and approval are required

The revised Declaration document cross-references the WMA Declaration of
Taipei [16], which provides guidelines on the governance of biobanks and health
databases, including data collected for multiple and indefinite use

A new paragraph has been added to the Declaration document that mandates that
ethical principles must be upheld even during public health emergencies

Revisions to the new Declaration document clarify that unproven interventions
to alleviate pain or suffering must not bypass ethical safety measures or evade
evaluation by controlled clinical trials

The new Declaration document strengthens environmental sustainability
commitments, and highlights the importance of rigorous study design to prevent
wasteful research methods

The new Declaration document recommends that sufficient resources be available to
ensure the independence of research Ethics Committees to oversee research practices

Study participant language, values, and preferences should be considered when they
give consent or when consent is obtained from a legally authorized representative on
their behalf

of medical research have been highlighted (Table 1) [1,8,9].
The revised Declaration document has developed beyond its
traditional focus on individual research participants to empha-
size community engagement and global responsibility for eth-
ics, avoid waste, and reduce the ecological impact of the re-
search study (Table 1) [1,9].

Access to patient health data and biobanks has rapidly devel-
oped since the 2013 Declaration document, and the roles of ma-
chine learning or artificial intelligence (Al) in medical research
have begun to be realized [10]. Each year, the number of med-
ical research studies that include the applications of artificial

intelligence (Al) in medical research, including studies with pa-
tients and patient data, continues to rise [10]. Al is now used
in clinical drug development, drug target selection, and patient
selection to accelerate clinical trials [11,12]. There are concerns
regarding ethical issues, including patient confidentiality and the
lack of evidence-based clinical guidelines that require support
from clinical trial data using Al [10,13,14]. In September 2020,
the CONSORT-A1 extension guidelines were developed with 14
additional reporting items [14]. However, ethical guidance has
yet to keep pace with medical research that involves human
and Al interactions [14]. There is an increasing need for ethical
data governance and improved clarity regarding current and
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future applications, ethical considerations, and potential risks
of Al in medical research (Table 1) [1,13]. The WMA will contin-
ue to revise the Declaration of Helsinki document to improve
human health through medical research [1,15]. Data-driven re-
search is expected to increase, which means that consent, the
rights of study participants, and risk minimization will require
ethical guidance [1,15].
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The Declaration of Helsinki has provided an international code
of ethics to guide medical research for over six decades. The
revised Declaration document does not replace the roles of the
Institutional Review Board and the local Ethics Committee in
reviewing and approving all research study protocols but con-
tinues to provide ethical guidance for the individuals who sup-
port, review, and conduct medical research.
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