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Abstract

Background and Aim: According to the general guidelines for ethics in medical research, informed consent
is necessary in clinical trials. The main goal of this study was to evaluate the observance of guideline for
taking informed consent in the clinical thesis of Iranian traditional medicine in Iran University of Medical
Sciences in 2011-2015.

Materials and Methods: In this cross-sectional study, the observance of guideline for taking informed
consent was evaluated in 210 participants in clinical studies of traditional medicine. The knowledge of the
participants from the objectives and methods of the studies, responsibilities and rights of participants,
benefits and possible side effects, paying the cost, confidentiality and other parts of consent form were
investigated. The findings were described as the number and the frequency.

Findings: Mean (£SD) of age was 43 (x17) years. 30% were illiterate and informed consent form was
completed by their companions. 89% of participants had received the informed consent form, but only 10%
of the them had studied it and more than half of them had not understood some parts of it. 55% of the
participants were not aware they have participated in a research study and 92% did not know the main
purpose of the study. None of the participants know about the different groups and alternative treatments.
46% of them were not aware about the possible benefits and 71% were not aware of the possible side effects
of treatments. None of them continue the study under pressure or financial incentives. 67% of people did not
know they are free to leave the study at any time.

Conclusion: Despite the use of informed consent in the majority of clinical trials of traditional medicine in
this University, participants in this study were not aware about the details of the study. The causes of this
issue, training the researchers to comply with ethical guidelines, as well as increased monitoring by the
relevant committee seem to be required.
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