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[Abstract]

Substantial Guarantee on Subject’s Self-determination Right in

Clinical Trials”

Kim Hyeok-Don™

The requirement for the approval of clinical trials requires so-called informed
consent that the subject fully understands and agrees on condition of clinical
trials. This was established by the Nuremberg Code after experiencing illegal
human experiments in World War II. Even if there is informed consent, clinical
trials are not unconditionally allowed.

Clinical trials themselves may pose a high risk, or there may be questions
about whether the subject has the ability to agree. Thus, prior to the
implementation of the clinical trial, it is necessary to confirm the consent of
the subject by sufficient explanation for protect the life and body of the subject.

This article examined the historical background of informed consent that the
clinical trial could be justified if the subject’s consent and the subject’s
self-determination rights should be limited exceptionally if the clinical trial is
accompany risk and some situation that the subject(such as has not ability
of self-determination. There may be cases where the exercise of
self-determination rights should be restricted for economic reasons.

Since some regulations that are excluded from the clinical trial in those
who are in a certain accommodation facility has been, considering this point,
it i1s necessary to limit certain limitations in medical advertisements and to
limit the compensation that can be a factor that attracts clinical trials to a

reasonable range.
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Nuremberg Code
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