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AR 2

Keywords : Laboratory -~ Biosafety - Biorisk ~ Hazard Identification ~ Biorisk

Assessment ~ Management System ~ Continual improvement

Objective
World Health Organization (WHO) had issued " Laboratory Biorisk

Management Strategic Framework for Action 2012-2016 , on 1% January 2012.

WHO aims to present a strategic framework to assist its members toward the
development of sustainable global, regional and national plans relating to
laboratory biorisk management. Through effective operation and the concept of
continuous improvement to promote safety environment in biological
laboratories. Thereby, how to establish standards and tools for biosafety
management system that are applicable to all laboratories will be a grave
challenge faced by the international society. If the laboratories do not use the
same standard on biosafety management system, it will make difficult for
regulatory authorities to evaluate and assess laboratory conformity, also will be
difficult for laboratories to systematically perform risk identification, assessment
and control measures.

Due to the above reason, European Committee for Standardization (CEN)
working group revised CEN Workshop Agreement (CWA)’s 15793 ™ Laboratory

biorisk management ; in September 2011, and published " Laboratory biorisk
management-Guidelines for the implementation of CWA 15793 ,in January 2012.

CEN hoped through the standardized management system, an organization could
effectively identify and monitor biosafety and biosecurity activity in the
laboratory. Also, based on the concept of continuous improvement,

implementing PDCA (Plan-Do-Check-Action) cycle will enable laboratory to



systematically identify hazard source, analyze the cause of an accident, then
further implement effective corrective action in order to improve the

effectiveness of its biorisk management system and gain control over biorisk.

In response to WHO demand its member nations to promote CWA 15793:
2011 laboratory biorisk management system as important task on biosafety at
national level. This research is a two year project (2015~2016), aim to gradually
assist 23 TB negative-pressure laboratories and biological safety protection
level-3 (BSL-3) and above laboratories (so call high protection laboratory) to
establish biorisk management system follow CWA 15793:2011 requirements.
Through training, counseling, assessment, and share of experience to assist high
protection laboratories to develop self-management capability and further

formulate national accreditation scheme.

Major Findings :

Using CWA 15793:2011 and CWA 16393:2012 as references, the project
has established the criteria and practice guideline for management of laboratory
biorisk, which have been applied to establish high protection laboratories.
Complete training courses according to the laboratory biorisk management
system have also been designed which have assisted in establishment of twenty
three high protection laboratories and trained the faculty of laboratory biorisk
management. In second year, apart from the completion of “Laboratory Biorisk
management system” seminar, and the production of e-learning online training
course and the recommendation of accreditation scheme for high containment
biorisk management system is also completed.

In addition, analysis of the results of on-site visits to the laboratories
confirmed that twenty two pilot laboratories had implemented the laboratory

biorisk management system and were able to maintain self-management. Only



one of the laboratories has not implemented the management system because
managers of the laboratory were lack of knowledge about the management
system, and unable to receive authorization and resources from top managers.
Conclusion: Our Council attended the research from Centers for Disease
Control (CDC) and utilized T Laboratory Biorisk Management System ; to
enable laboratory to prevent and reduce infection. " Laboratory Biorisk System |
will assist highly protective laboratories to improve their policy about biological
risk management, plan the bio-risk control processes, establish and operate the
bio-safety operational processes, and setup regular internal audits, correction
and improvement processes. ' Laboratory Biorisk Management System |
accompanied with five-steps supervision of the biological risk management will
enable the laboratory to have a systematic management and perform procedural,
managerial, supervisory and effective bio-safety operations. In the future,
" Bio-risk Management System ; with the related authority or designated
third-party agencies to implement the relevant audit or supervision will achieve
the long-term goal as  “self-managed laboratory safety”.

Recommendations: The key to the success of the © Bio-risk Management
System ; is the support and involvement of the top management and the
effective provision of appropriate resources, and the policy can be effectively
communicated to the overall organization to ensure that " Bio-risk Management
System ; are effectively integrated into the organization's overall operations.

Our recommendations as follow:
1. In conjunction with the bio-safety Committee, the various organizations will
set up an appropriate ad hoc group to enhance the integrity and effectiveness of

the [ Biorisk Management System | .

2. The authority can increase the requirements of biological risk management in



the laboratory, and the regular bio-safety check-up activities, and implement the
biological risk management standard into the on-site inspection scope, which not
only can enhance the institutional biology safety, but also can enhance the
laboratory attention, so that the overall operation will continuously improve.

3. Authorities can evaluate the official regulatory framework for the
management of biological risk management systems in our country to facilitate

the implementation of " Bio-risk Management System ; into relevant

laboratories.

4. Continuing to announce the laboratory bio-risk management practices
facilitate the attending and understanding of relevant laboratories.

5. A series of bio-risk awareness training should be promoted for domestic
laboratory personnel, so that laboratories can keep the capacity of the laboratory

biological risk management.
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