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Performance validation and reference interval establishment of lupus anticoagulant assay in Dalian people
JIN Yan ,YUAN Xiaoyang”
(Department of Clinical Laboratory .the First A f filiated Hospital of Dalian
Medical University ,Dalian, Niaoning 116011,China)

Abstract: Objective To validate performance and establish reference interval (RI) of lupus anticoagulant
(LA) assay by diluted russell viper venom time (DRVVT) in Dalian people,and to provide a reference of LA
determination for clinical laboratory. Methods According to ISO15189,intra- and inter-day precision,accura-
cy,carryover rates and comparison between different batch number reagents of DRVVT were evaluated using
CS-5100 coagulation analyzer. According to CLSI EP28 documents, LA was detected in 138 cases of healthy
physical examinees and RI was established. Results [.A screen and confirm test time, LA ratio,intra- and in-
ter-day precision,carryover rates,accuracy and comparison between different batch number reagents met re-
quirements of ISO15189. RI of screen and confirm test time, LA ratio were 29. 3—40. 3 s,28. 7—34.7 s and
0.96—1. 22. They were different from those of reagent instructions that were 31.0—44. 0 s,30.0—38.0 s and
0.80—1. 20. Cut-off value was 1. 22, higher than 1. 20 from reagent instructions. Conclusion Performance val-
idation of LA detection by DRVVT meets requirements of ISO15189. This method is suitable for clinical detec-
tion. However,RI of Dalian people is different from that of reagent instructions,and each region should estab-
lish its own reference intervals.
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