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Clinical Trials Regulation: Overview and Updates
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Taiwan has promoted the biomedical industry in recent
years, and its related regulation has also been updated.
Clinical trials are strictly regulated because animal testing,
which new drug development relies on, has significant
limitations. It makes it difficult to predict the risks that trial
participants may face, thus necessitating proper protection
of the participants. At the same time, it is essential to ensure
the accuracy, completeness, and relevance of trial data to
serve as the basis for drug approval reviews. The author
reviewed the regulatory frameworks for clinical trials and
their recent developments. For example, the efforts of
the International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use have led
to greater harmonization of regulations across countries.
The regulations that modern trials must follow are primarily
based on detailed guidelines issued by the Council and the
respective regulatory authorities. Another development is
that Taiwan has adopted a licensing system for research
ethics review committees. Committees must be periodically
licensed by the government before reviewing any research
protocol. By the way, in light of the increasing global or
regional public health crises, the regulation for new drug
development must adapt, such as through emergency use
authorizations and measures for decentralized clinical

trials.
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