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Ethics in Clinical Study for Medical Devices

Ki Chang Nam, Deok Won Kim

Department of Medical Engineering, College of Medicine, Yonsei University, Seoul, Korea

Clinical investigations of medical devices are very important to verify its effectiveness, benefit, and
safety. Therefore, preclinical trial established by ISO is essential to human clinical study. In Kores,
‘clinical investigation guidelines for medical devices’ was promulgated by KFDA with its applicable
regulatory requirement in 2001, and clinical investigations have been supervised to be scientific and
ethical. This guidelines are based on principle of biomedical and clinical research which is specified in
'Helsinki Declaration’, and include duty, rights and responsibility of sponsor, IRB, inspector and Subject
for in scientific and ethical reasonability. Modern technology has lead to sophisticated medical devices
and had much impact on medicine, but it has also produced ethical problems in the process of
development. Ethical problem in clinical research ranges from human to animal. However, animal
experiment is essential in order to confirm that such altemnative ways are comparable to animal
subject. Clinical investigation is a developing stage for a future patient or human, and highest priority
should be given to human rights. The training of ethical concemns to the experts who participate in
development or manage medical devices is also necessary.
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