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Evaluating the precision of products for quantitative assay in clinical laboratories
GUO Qi
(Chongqing Pharmaceutical Technology Review and Certi fication Center ,Chongqing 401120,China)

Abstract: With the development of in vitro diagnosis(IVD) industry,increasing practice and cognition of

precision verification activities for IVD products of quantitative assay in clinical laboratories, the quality re-

quirements of national authority, IVD industry and clinical laboratories (end-users) are continuous up-grad-

ing. In order to reach a unified standard for the precision verification of IVD products for quantitative assay in

clinical laboratories,the author developed a precision verification procedure for quantitative measurement items

in clinical laboratory based on the document EP15-A3 of CLSI,aiming at providing reference for the precision

verification of IVD products for quantitative assay in clinical laboratories.
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