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Abstract

Quality Risk Assessment System in National Biopharmaceutical Facility (NBF), under King
Mongkut's University of Technology Thonburi was established by a Quality Manual (QM) and
applied for quality risk management in the three case studies. Case study No.l; Study of
Installation Qualification (IQ) and Operational Qualification (OQ) of the Purified Water System
was carried out the critical points of the system were identified using Failure Mode and Effects
Analysis (FMEA). Installation and operational qualification test results complied with the
acceptance criteria without deviation. Case Study No.2; Maintenance and calibration of
measurement devices or components of the Purified Water System and critical points of this
system were identified, and measurement devices or components were maintained in a
program based on risk assessment. The total cost of maintenance and calibration was reduced
about 52%. Case Study No.3; For the study of Installation Qualification (IQ) and Operational
Qualification (OQ) of Compressed Dry Air System, Failure Mode and Effects Analysis (FMEA) tool
was used to identify the critical points of this system. All of qualification test results were
accepted according to the acceptance criteria with no deviation. After this research, Quality Risk
Management System was not only to apply to Purified Water System and Compressed Dry Air
System for installation and operational qualification purpose, but also to identify the critical
points in the system for prevention of problems occurring in the system. In addition, the
unnecessary cost of the maintenance and calibration was reduced by Quality Risk Management

System approach.
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