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ABSTRACT

Given the accelerating advancements in health technologies and the increasing ethical complexity of
medical research, revising foundational guidance documents is imperative. The Declaration of Helsinki, as
the cornerstone of human research ethics, has responded to these needs with the publication of its eighth
revision in 2024 . This letter aims to provide a comparative content analysis of the 2013 and 2024 versions
and explore their implications for the future of research ethics. The present analysis reveals that a key
evolution is the paradigm shift from "research subject" to "participant”, centering human agency and
dignity. This shift underpins new emphases on structural justice, the necessity for meaningful and
sustained engagement with local communities and the integration of environmental sustainability
considerations into research design. Furthermore, for the first time, the Declaration explicitly addresses
the ethical challenges of artificial intelligence and big data research, emphasizing transparency,
accountability and the avoidance of algorithmic bias. The unprecedented strengthening of the oversight
role and authority of ethics committees, along with clearer regulations on conflict of interest and dynamic
informed consent, are other strengths of this revision. Overall, the 2024 Declaration has evolved from an
individual-centric protective framework into a dynamic, socially-conscious and forward-looking
document capable of guiding research in an era of technological complexity and global inequity. The
success of this new framework depends on the continuous education of researchers, the strengthening of
oversight institutions and a commitment to equitable international collaboration.
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