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Analysis of the Ethical Issues and Regulations of
Compassionate Use

Daniel Fu-Chang Tsai'2, Ka-Chon Pou!, Yu-Chen Juang'

Abstract: Compassionate use refers to the exceptional authorization granted to patients suffering from severe, life-
threatening illnesses to access 'unapproved investigational drugs' after all viable treatments have been exhausted.
This provision considers the time-consuming process of new drug approval and the fact that terminally ill patients
often cannot afford to wait. Many countries, including the United States, most European Union countries, the
United Kingdom, and Japan, have established compassionate use regulations and practices. However, the ethical
issues associated with compassionate use are extensive, encompassing the utilization of high-risk drugs, patient
autonomy and informed consent, and the vulnerability of terminally ill patients. Moreover, compassionate use
involves multiple stakeholders beyond the patients, such as pharmaceutical companies, regulatory agencies,
physicians, and society. This article analyzes the ethical issues involved in compassionate use, introduces the
management regulations of compassionate use in advanced countries, and proposes areas for improvement in our
country's related regulations.
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