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Legal Issues in Clinical Trial on Minor

Song, Young-min

Dong-A University Law school

=ABSTRACT=

All forms of Clinical trial should be fully equipped with protection systems for
experimental subjects considering their uncertainty and various risks. Existing
laws have some regulations in pharmaceutical affairs act and medical device act.
Nonetheless, there is a limit to protect the subjects considering law objective to
perform administration of medicine. Furthermore, the clinical trial on minor has
no direct regulations in pharmaceutical affairs act, but prescribes certain portion
in clinical trial assessment guideline on infants or medicine clinical trial manage-
ment standard, however there is a limit because that is just recommendation not
having legal effectiveness.

The legislative solution would be possible for legal problems of clinical trial
on minor by examining treatment system on minor in organ transplant act and
clinical trial on minor in other foreign laws stronger than usual medical practice
in terms of degree of human body invasion. I suppose that the control system of
clinical trial being done focusing on the pharmaceutical affairs act, medical de-
vice act and other guidelines in existing laws system should be resolved by legis-
lating 'trial subject protection law', in addition, this would be well balanced in or-
gan transplant act on protection system of minor organ donors. Furthermore, the
judgement on the consent ability and spontaneity in clinical trial on minor should
be judged considering maturity and mentality of minor by clinical trial institu-

tional review board based on legislative solution mentioned above.

Keyword: Minor, Trial Subject, Clinical Trial, Pharmaceutical Affairs Act,
Informed Consent, Institutional Review Board




