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DESCRIPTION
Multinational clinical trials have become an essential part of
advancing medicine in a globalized world. These trials bring
together diverse populations, regulatory systems, healthcare
infrastructures in order to evaluate the safety and efficacy of new
treatments. While they hold the capacity of accelerating medical
innovation and improving global health, they also present
significant ethical challenges that must be carefully addressed.
Bioethics committees, also known as research ethics committees
or institutional review boards, play a central role in safeguarding
the rights and welfare of participants across different cultural,
social, legal contexts.

The ethical complexities of multinational trials stem largely from
variability in healthcare standards and cultural norms between
countries. In high-income nations, access to medical care is often
robust, participants may view research primarily as a
contribution to science. In low- and middle-income countries,
however, participation in clinical trials may represent one of the
few opportunities to access healthcare or advanced treatment.
This disparity creates the risk of undue inducement, where
individuals enrol in studies primarily for access to medical care
rather than an informed understanding of the research.
Bioethics committees are tasked with ensuring that informed
consent processes are truly voluntary and free from coercion,
even in settings where structural inequities complicate decision-
making.

Another challenge lies in standardizing ethical review across
jurisdictions. Different countries maintain distinct regulations
governing clinical trials, ranging from stringent oversight
frameworks to minimal or fragmented systems. This
inconsistency raises concerns about ethical dumping, where
sponsors may choose to conduct trials in regions with weaker
ethical protections. Bioethics committees, particularly those
operating under international collaborations, must coordinate to
establish common ethical baselines that protect participants
regardless of location. Initiatives such as the Declaration of
Helsinki and the Council for International Organizations of
Medical Sciences (CIOMS) guidelines provide shared principles,

but the task of implementing these standards in diverse cultural
and legal settings remains complex.

Informed consent in multinational trials is particularly sensitive.
Language barriers, cultural values, differing levels of health
literacy can undermine participants’ understanding of what they
are agreeing to. For example, in some cultures, decision-making
is more collective than individual, requiring family or
community consultation before enrollment. Bioethics
committees must evaluate whether consent documents and
processes are adapted to local contexts without compromising
fundamental ethical principles. The challenge is to strike a
balance between respecting cultural traditions and upholding
universal rights to autonomy and informed decision-making.

Bioethics committees also play a vital role in monitoring the
equitable selection of research participants. Too often,
vulnerable populations, including economically disadvantaged
individuals, ethnic minorities, or those with limited healthcare
access, are disproportionately recruited into trials. While their
participation is necessary for generating generalizable knowledge,
it raises concerns about exploitation. Committees must ensure
that recruitment strategies are fair, that participants are
adequately compensated, that the burdens and benefits of
research are distributed equitably across populations.

Post-trial access to interventions represents another ethical issue
in multinational studies. Participants in low-resource settings
may contribute to trials that lead to the development of life-
saving drugs, only to find that these treatments are unaffordable
or unavailable once the trial ends. Bioethics committees
increasingly advocate for sponsors and regulators to include
provisions for post-trial access as a condition of approval. This
ensures that participants and their communities benefit from
research outcomes, thereby promoting justice and fairness.

Data sharing across borders introduces additional ethical and
legal complexities. Multinational trials generate vast amounts of
sensitive health data that may be transferred between countries
with varying standards of privacy protection. Bioethics
committees must evaluate how participant data will be stored,
transmitted, used in the future. In particular, genomic and
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biometric data raise concerns about identifiability and long-term
risks. Safeguarding confidentiality while enabling scientific
collaboration is a delicate balance that committees must
navigate.

Despite their importance, bioethics committees themselves face
challenges. Resource constraints, lack of training, limited
independence can hinder their ability to effectively oversee

trials, particularly in low-resource countries. Strengthening the
capacity of committees through education, funding,
international collaboration is essential for ensuring consistent
ethical protections worldwide. Collaborative models, where
ethics committees in host and sponsoring countries share
responsibilities, can enhance oversight and accountability.
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