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Abstract: Before performing patient testing with commercial microbial test systems, each laboratory must verify that it can
obtain performance specifications comparable to those of the manufacturer. This includes trueness, precision (reproducibili-
ty) sand reportable range of test results,and verifying that the manufacturer’s reference ranges are appropriate for the labo-
ratory’s patient population. American Clinical and Laboratory Standards Institute has set up a committeeto develop a verifi-
cation process and a quality assurance program for commercial microbial identification system and antimicrobial susceptibility
testing system,in order to provide recommendations for US Food and Drug Administration (FDA). This guidance is applica-
ble to instrument systems widely used in clinical laboratories and can also be used for manual testing of microbiological iden-
tification and antimicrobial susceptibility testing. The aim of this article is to provide advice for the microbial identification
system and antimicrobial susceptibility testing system verification process, based on principles of microbiological identifica-
tion and antimicrobial susceptibility and CLLSI M52 guideline.
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