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Abstract

The purpose of this research is to establish computerized management
system of medical devices specified by ISO-9000 for Clinical Engineering
Department in hospital as a requirement to conduct medical equipment
repairing and maintenance.

The ISO-9000 standards are a series of internationally accepted standards
in which documentation is one of important issues. This research describes
how document can be managed and improved.

After finishing hospital field survey, we found that most of documents in
Clinical Engineering Department are related to 4.9 Process Control and 4.16
Control of Quality Record of ISO-9000 standards. This research provideed
a basic set of programs, including medical instruments registration system,
repairing registration system and maintenance system, etc., by which an
organization can develop and implement a quality management system,
This research will further provide a better way of medical management.

Keyword: Biomedical Engineering; Clinical Engineering; ISO;
Medical Device
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