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Abstract

A Study on the Quality Management System of Medical Devices for
the Optimization of Quality Cost

Ko Dayeon

Department of Medical Device Engineering and Management

The Graduate School, Yonsel University

(Directed by Professor Sung Uk Kuh, Won Seuk Jang)

In the reality that regulations on medical devices are strengthened,
manufacturing companies can gain a competitive advantage based on their
technology based on their approach to regulation.

Accordingly, this paper presents a direction compared to the past quality
price theory and current law 1SO13485:2016 that quality costs can be
reduced depending on how the quality management system (QMS) for
GMP acquisition, which is the most important to sell medical devices.

It is difficult for companies to completely reproduce the management
review of quality costs. This is because companies are verified for costs
through an accounting audit, but it is often viewed as less important to

verify the cost of quality.
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However, in the contents covered from III of this paper, the items of
1ISO13485:2016 were analyzed sequentially to explain why the failure cost
paid by the company periodically occurred.

Accordingly, an entity needs some input value (prevention cost,
evaluation cost) to reduce the cost of failure, and the expected value will
be known accordingly.

It is a quality philosophy and theory published by Philip Crosby's Zero
Fault and Feigenbaum's quality philosophy and theory in the 1970s and
1950s. The quality theory of this era is geared to quality cost. If the cost
of defects can be corrected, it will immediately affect not only the
relationship with customers but also the performance of the front line site.

As time passed and the need to develop international common quality
management system standards grew, ISO 9001 standard was published in
the 2000s based on national standards of the United States, the United
Kingdom, and Canada. Separately, quality system standards for medical
devices were expressed in 1996.

As a result, when there were theories by famous people including
Crosby about the quality field, ISO13485 that is commonly applied in the
medical device industry did not exist. The current latest wversion,
[SO13485:2016 regulations, tells companies how to have a quality system,
but there is no mention of quality costs. Therefore, in this paper, based on
Crosby's "absolutes" on quality and Feigenbaum's philosophy of quality
cost, the study to satisfy quality data according to the method of managing
completely flawless data and non—conformity (defective) costs for quality
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management will be substituted into ISO13485:2016 to satisfy quality data.

As a result, in this paper, by matching the ISO13485:2016 standard,
which is the framework of the regulation of the medical device industry,
the review was conducted by integrating the past and present quality
theories and the theories of quality cost and defect. As a result, it was
proved that quality costs could be reduced when the company improved
the level further than satisfying the 1S013485:2016 standard, and
improvement measures were prepared for ways to optimize quality costs.
In the future, this paper is expected to be used for improvement activities
in which companies build quality systems by raising the quality

management system from the 1SO13485:2016 level.

Key Words: Quality Cost, Quality Management System
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