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27) Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001
on the approximation of the laws, regulations and administrative provisions of the
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of clinical trials on medicinal products for human use.
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[Abstract]

Study on consent of participants in clinical trials

Lee, Jae-Ho"

Clinical trials can be viewed as a civil contract. Particularly, clinical trial
contracts are mostly those that can not be acquired personally if there is
no information about the clinical trial in advance, and if the clinical trial
information is not provided. Thus, providing information about these trial
participants is a key element of the contract, and according to this information,
participants will decide to participate in clinical trials. Therefore, the intention of
participating in clinical trials based on this information is recognized as a very
important legal factor, and it is named as voluntary or informed consent to the
information. The Pharmaceutical Affairs Law stipulates the obligation to provide
the information of the clinical trial practitioner regarding the clinical trial. The
provisions of the Act are defined mainly for the purpose of obtaining the
permission of the clinical trial. Actual contents for the actual agreement of the
clinical trial participants It seems to be neglected in regulating. In this context,
we can suggest the most recently proposed regulations for clinical trials for
drugs in the EU. The content of these regulations is a legislative model that

can be selected as a direction for improvement in our legislation.

Keywords : Clinical Trial, Informed Consent, Minors, Incapacitated Subjects,
Right of Self-Determination
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