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3. Abstract
Key Word

BSL-3 laboratory, laboratory safety management inspection system, ISO/IEC

17020, Inspection body accreditation system

Objects -

There are more than ten BSL-3 laboratories that have been set up or under
planned presently in Taiwan. Because the BSL-3laboratory is using the
bio-safety risk group 3 (the RG3) materials like the SARS-CoV virus to study,
the management of safety procedures, facilities and equipments of general
laboratory will not be sufficient for meeting the safety requirements of such
laboratories.

CDC set up the BSL-3 and BSL-4 laboratory working group in recent years
to conduct the inspection or visit of the BSL-3 laboratory. However, there is
still lack of related inspection procedures, regulations, requirements, scopes
and even the definition of the bio-safety level to instruct the management
policy and the way to conduct inspection of BSL-3 laboratory. To eleminate the
aforementioned concerns, this plan is designed to study at two stages in
two-year time.

The first stage (first year) is to establish standardized national inspection
system and process control management system in Taiwan in accordance with
the concept of laboratory accreditation system as well as referring to related
inspection systems used in ISO/IEC 9000 or implemented in other countries.
The second stage (second year) is to accredit the competence of equipment
suppliers and manufacturers in accordance with the ISO/IEC 17020 inspection
body accreditation system.

We aim to set up a mature and systematic management system for inspectors
as well as BSL-3 laboratories to comprehend and abide by. Then, following

the annual and irregular on-site monitoring inspection and management, the



operations of safety management in BSL-3 laboratories in Taiwan will be

guided to regular activities to ensure the safety management in the laboratory.

Methodology

1. Collect information of regulations, criteria, inspection system and
requirements which are related to biosafety.

2. Plan the set up of the BSL-3 laboratory inspection management system and
process.

3. Organize a working group to study the appropriate on-site check list.

4. Convene meetings and implement the simulated on-site inspection to avoid
blind spots and verify feasibility of the check list.

5. Analyse the non-conformities of simulated on-site inspection and make

suggestion to CDC as reference for regulatory decisions.

Major findings

a. In addition to their own national standards, countries that have the BSL-3

management criteria all refer to the Laboratory Biosafety Manual, 3rd ed. 2004

published by WHO. Moreover, the approval of BSL-3 laboratory is inspected by

authority or accredited by the accreditation body.

b. From the data analysis and sum up of the five simulated on-site inspection
results, the operations of BSL-3 laboratory meet the requirements of CDC by
90%, even though there remain some difficulties and confusions in real

practices.

Conclusion and suggestion
We suggest the authority to consider using the inspection accreditation
system in equipment suppliers and manufacturers in combination with the

on-site laboratory inspection system. Furthermore, the authority are advised to



consider providing continuous and practical training to the staff and the
management of the laboratory. At the same time, we also suggest to revise the
BSL-3 quality control criteria to include elements like the bio security, animal
laboratory control, etc. to better meet the requirements of related laboratory

management.
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4. Anthology of Biosafety: V. BSL-4 Laboratories; QH323.2 A628; 2002 V.5;
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5. Biohazard Cabinetry Class II Cabinetry Certification Field Certifier
Accreitation; 2001

6. Biological Safety, Third Edition.

7. Biosafety in Microbiological and Biomedical Laboratories; QW25 B615 1999;
1999

8. Biosafety Reference Manual, 2nd edition; 2000

9. Guide for the Care and Use of Laboratory Animals; 2001(5th printing)

10. Laboratory Biosafety Manual

11. NIH Guidelines for research Involving recombinant DNA Molecules (NIH
Guidelines) April 2002;QW25 N277 2002; 2002

12. NSF 49: Class II (Laminar flow)Biohazard Cabinetry; 1992

13. The Osha Handbook: Guidelines for Compliance in Healthcare Facilities and
Interpretive Guidelines for the Bloodborne Pathogen Standard

14. 2000 and beyond confronting the microbe menace: 1999 Holiday Lectures
on Science CD-ROM. Includes: Virtual Bacterial ID Lab, Virtual Exhibit,
Science Demos

15. Essential Biosafety: The latest scientific and regulatory information for



genetically modified and other novel crops and foods.; CD QW25 E78 2002;
2002

16. Introduction to Laboratory Safety( Local Area Network)

17. Introduction to Laboratory Safety( Macintosh Version)
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24. ISO 19190 Medical laboratories — Requirements for safety; 2003

25. WHO post-outbreak biosafety guidelines for handling of SARS-CoV
specimens and cultures; WHO

26. 2002 Guidelines on Recombinant DNA Molecules; NIH(USA)

27. Primary Containment for Biohazards: Selection, Installation and Use of
Biological Safety

Cabinets 2nd Edition 2000; NIH/CDC( USA)

28.Biosafety in Microbiological and Biomedical Laboratories (BMBL) 4th
Edition 1999; NIH/CDC( USA)

29.Laboratory Biosafety Guidelines 2nd Edition 1996; PPHB Health Canada
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