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Abstract

Background and Objective: One of the steps in accepting a drug or
treatment as a standard product or method by regulatory authorities is
conducting clinical trials on human samples. Since the certainty of the
drugs and treatments being tested has not yet been proven, there are
always risks to the individuals and samples being tested; therefore, ethics
and law require the protection of these individuals, prevention of harm,
and the compensation for damages caused by accidents.

Methods: This article is prepared based on a review of the results and
reports of clinical trials and scientific articles, and the ethical and legal
issues of therapeutic and non-therapeutic clinical trials have been
analyzed, compared, and reviewed based on compliance with bioethical
principles.

Findings: Biomedical research is conducted in a variety of ways, and
clinical trials on human subjects face the greatest number of ethical and
legal issues and challenges. The most important challenges include
unacceptable risks to participants, obtaining informed consent, especially
for mentally incompetent individuals and children, researcher negligence
or misconduct, and compensation for potential damages to participants.

Conclusion: By following the example and applying the regulations
related to clinical trials on human subjects in the European Union member
states, including the United Kingdom, not only is the right to freedom and
individual autonomy of humans respected, but the safety and well-being
of participants are also protected. These two issues are also emphasized
by the holy law of Islam. The legal issues of using individuals and special
populations such as prisoners, children, patients, and adults lacking
mental capacity have not escaped the attention of legislators in leading
countries. It is possible to use healthy individuals or their legal guardians
for their participation in clinical trials by obtaining informed consent. Of
course, the health of individuals, their material and moral rights must be
taken into account in these tests, and in addition, all conditions for
participation in clinical trials, including risks, present and future effects,
and side effects, must be fully informed to the individual, guardian, or
legal representative. Therefore, four conditions of informed consent,
protection of privacy, assurance of material and moral rights, and full
disclosure of the risks and side effects of the experiments must be
considered in order to comply with bioethics.

Keywords: Clinical trials, informed consent, incompetent individuals,
right to freedom, special populations
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