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Introducing Biorisk Management CWA 15793
in a Clinical Pathology Laboratory

Ya-Hsien Ko" Wen-Jin Huang?, Tsui-Hsien Lin®, Ching-Piao Liu®, Hui-Fei Tang?
Department of Industrial Management, Orienta' Institute of Technology';

Department of Mechanical & Medical Engineering?, Department of Clinical Pathology?, Far Eastern Memorial Hospital

Abstract

This study investigated the process of implementing Biorisk Management CWA
15793 in a clinical pathology laboratory under negative pressure (high-level safety
protection), at the F Medical Center in New Taipei City. The research method was case
study of “Type I - Holistic & Single Case Design,” as defined by Yin (1994). CWA 15793
requires the formulation of a set of standard operating procedures (SOPs), including
objectives, scope, rights and responsibilities, definitions, content, etc. According to the
“content” of the Biorisk Management SOPs of the F Medical Center, the policies and
objectives had been stated in the Quality Handbook of Clinical Pathology. Other SOPs
had all been formulated with regard to organization management, risk management,
internal auditing, personnel training & evaluation, confidentiality, access card
management, environment & facilities, personnel health management, noncompliance
incident management, quality control of sample acceptance, equipment & instrument
maintenance and control, alteration control of environment safety & healthy management
system, emergency response, purchasing & acceptance, document control, consultation
service, management review, quality assurance of inspection results, etc. The successful
introduction of Laboratory Biorisk Management CWA 15793 resulted in the Clinical
Pathology Department of F Medical Center achieving the CWA 15793 certification in 2016
and the Model Award on December 9 of the same year. This case study provides important
references for domestic biological laboratories that want to obtain the CWA 15793
certification.

Keywords : Biorisk management, Standard Operating Procedures (SOPs), CEN
Workshop Agreement (CWA), CWA 15793 certification
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