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ABSTRACT

A study for the improvement of human engineering of hazard

reduction for the use of medical device

Lee, Min Jung
Dept. of Biomedical engineering
The Graduate School

Yonsei University

Everyone think it's important of life a physical health because of a entry of
an advanced welfare country and have a head of steam about health because
of an increase in aged and a chronic disease. Also it's popularized a life
pattern for individual health be due to Well-being notions. Since the medical
device law established, it's developed in a field of diagnosis and medical
treatment because of a high technology in medical device industry. But it can’t
feel convinced about a safety and validation. Also it will be raised an obstacle
to apply to a field of medical device without risk analysis about new medical
technology and high technology.

According to the database of CDRH, it might be possible to interrupt a
medical treatment as well as diagnosis, and to bring injury or death a patient.
So it must be designed to consider a human factors for using medical device.
From 2007, KFDA have required the GMP(Good Manufacturing Practice) and
Risk Management system to the manufacturer and have striven for safe of
medical device. But it’s happening an accident and disease by human error. So
there need to improve a using condition to introduce a human engineering
program
In this study, I researched about a theory of human factors to prevent an
accident by medical device and a basic cause of the occurrence of an accident

through an analysis of industry and postmarket regulatory system for medical
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device and  therefore, indicated the human engineering analysis
model(validation metric) from a design to abrogation for medical device to

solve a human risk through a Human factors Engineering(HFE).

Key words : human factors, risk management, human error, human engineering

analysis model
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