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ABSTRACT

A study of administering adverse event reports

and safety alerts of medical devices

Cha, Jeong Min

Dept. of Biomedical engineering
The Graduate School of
Health and Environment

Yonsei University

This research is seized on matters of safety information management
within medical devices’s adverseness ect since the rule on medical machinery
tools has been carried out, and has an objection to present direction on policy
improvement for development of high quality medical tool’s safety
administration system.

Demand of healthcare is increased through healthy life pursuit trend in order
to expansion of national average life and our society is being gone into aging
society.

This research is analyzed procedure and present condition about current legal
provision and system on medical machinery tool’s adverse administration, and
seized about matters within investigating on medical machinery industry
workers’s current recognition and administration of information on advanced
country, and proposed direction on development of that matter.

The matters on Korea medical machinery adverse reporting administration



system are seized about lowly reported number of cases at side effects,
difference at profit and loss among the Ministry of Food and Drug
Administration, industries, medical institutions, total nonexistence of medical
institution’s participation and confused reporting procedure, so it needs
development on reported object's guide line, groping of medical institution’s
active participation, expansion of reporting period and inducement of that maker
would report machinery adverse for solution matters like these and development
of faithfulness system through this research.

We expect about active and smoothness adverseness reporting system would be
settled early so industries and medical institutions hold in common together for
the results of that industries could improve the quality of medical machinery
with elimination on the medical machinery adverseness matters, medical
institutions would prevent medical accident since medical machinery through
indirect experiences, regulatory authorities would ensure prevention on harmful
at national health with efficient safety administration of medical machinery

through this research.

Key words : medical device, adverse event, safety information,

voluntarily recall
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