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Capacity Building of International
Reference Laboratory through
Development and ISO guide 34: 2009

Assessments

Teerapon Kachacheewa and Supaporn Phumiamorn

Institute of Boilogical Products, Department of Medical Sciences, Tiwanon Road, Nonthaburi 11000

ABSTRACT Quality system, a major infrastructure of a reference laboratory, the Institute of
Biological Products (IBP), as the National Control and Reference Laboratory for biological products, was
primarily implemented with the ISO/IEC 17025:2005 for assuring its testing competency. In addition to
vaccine quality testing, reference vaccines are significantly required for perceptible analysis. Consequently,
the laboratory competency was extended through another quality system, the ISO Guide 34:2009,
the requirements for reference materials producer. Several lyophilized reference vaccines have been
produced for simple and long storage; and uncomplicated transportation purpose as well due to their
good stability. The regional reference vaccines bank was established for well management of the quality
system. Staff development for better understanding of knowledge concerned as well as quality manual
preparation and documentation have been processed. The IBP was the first organization under the

Department of Medical Sciences which requested for ISO Guide 34: 2009 assessment in B.E. 2557.

Key words: reference material producer, ISO Guide 34: 2009
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