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Abstract

» This presentation outlines a Biorisk Management (BRM) partnership project that involved the development
of an updated audit checklist to use for the assessment of lab safety conformity with ISO 35001 and I1SO
15190, the Thailand Pathogens and Animal Toxins act, and the WHO LBM 4th edition, that incorporated key
biorisk management and related program elements.

* The new audit checklist was used as a tool to assess the BRM program in 22 different laboratories at the
Thailand NIH to identify gaps and needs for priority list of next steps.

ISO 35001: 2019

BIORISK MANAGEMENT FOR LABORATORIES AND OTHER RELATED ORGANIZATIONS

* This document defines a process to identify, assess, control, and monitor the risks associated with
hazardous biological materials.

» This document is applicable to any laboratory or other organization that works with, stores, transports, and/
or disposes of hazardous biological materials.

* This document is intended to complement existing International Standards for laboratories.

Background and Introduction

* The presentation will provide an overview of the findings identified from the 22 inspections, and will also
note the recommendations for future actions to addresses the gaps and deficiencies identified.

* This new twinning initiative is a unique, first of its kind pairing and networking project opportunity pairing
Biorisk Management (BRM) experts from sister Australian laboratories with BRM professionals from
Thailand and Malaysia. Projects that support BRM in Thailand and Malaysia, will also ultimately support the
Regional Public Health Laboratory network and all 14 member countries.
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Results

ANALYSIS OF DATA TO IDENTIFY
STRENGTHS AND SAFETY GAPS
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Biorisk Management is Critical
INCORPORATING ISO 35001 ENHANCES:

« Lab Safety

+ Compliance

« Public Health Security

+ Environmental Protection

Project Objectives

+ Form a committee comprising Safety and Quality
Management representatives

+ Review existing policies and SOPs

+ Develop an audit checklist ensuring conformity
with 1SO 35001

«+ Distribute checklist and request completion

+ Analyze data to identify strengths and safety gaps

* Prepare a report for the NIH Director

Establishment of the Committee Review of Existing Policies
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Development of Updated Quality Management Audit Checklist
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Preliminary Director’'s Report: Example Appendix
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Conclusions Lessons Learned
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Utilized updated ISO 35001 audit checklist to identify:
+ BRM strengths

* Weaknesses, gaps, areas for improvement

« Plan targeted training and retraining

« Labs are concerned about failing

+ We need to provide assurance without fear of penalty

« Important for labs to be aware of all areas on
checklist

+ Quality and biorisk systems are not equal

« NIH, DMSc Staff, Safety Officer, Director

« Defense Threat Reduction Agency
Regional Public Health Laboratory (RPHL)
Sandia National Laboratories




