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[Abstract] Objective To evaluate the analytical performance of Innovance assay for detecting plasma D-Di-
mer. Methods Referring to the documents of Clinical and Laboratory Standards Institute(CLSI) and the related liter-
atures, the performances of Innovance for detecting plasma D-dimer on the Sysmex CA 1500 analyzer were evaluated,
including precision, carryover contamination rate, accuracy, analytical measurement range, upper limit of clinical re-
portable range and reference value. With the Sysmex CA 1500 as the objective detection system and the mini-VIDAS
and another same Sysmex CA 1500 detection system as the reference detection system,the detection results of D-di-
mer by these systems were perfromed the comparison and bias estimation. Results The within-run precisions and
within-laboratory precision of control materials and pooled plasma samples conformed to those of manufacturer state-
ment. The carryover contamination rate was in accord with the clinical requirement. The average deviation of Inno-
vance assay for detecting different calibrators were —0. 80% ~ 1. 28%. The verified analytical measurement range
was 0. 20~4, 34mg/L. FEU. The upper limit of clinical reportable linear range was 70. 4mg/L. FEU. The 90th percen-
tile in 40 cases of apparently healthy adults was 0. 53mg/L. FEU. When the test results of the objective detection sys-
tem were compared with those of mini-VIDAS system (r=0. 905) , there were significant difference( P<C0. 05) and
the relative bias in the point of mean value was 21. 37%. When the test results of the objective detection system were
compared with those of another Sysmex CA1500 (r=0. 996), the expected bias in the point of cut-off value was
—4.82%. D-dimer concentration of Innovance's control materials and calibrators can be accurately detected by the
Sysmex CA1500, but the detection results of the mini-VIDAS's control materials and calibrators by the Sysmex
CA1500 can not be accepted. Similarly,the D-dimer concentration of the mini-VIDAS's control materials and calibra-
tors could only be accurately detected by the mini-VIDAS detection system. Conclusion The performance of Inno-
vance assay for detecting plasma D-dimer conforms to clinical requirement, and the D-dimer test at the same laborato-
ry should be accomplished in the same detection system.
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