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[Abstract] Objective To verify whether the performance indexes of the newly purchased SYSMEX
automatic coagulation analyzer CA-7000 conform to the relevant standards and whether the reference interval
provided by SUNBIO Shanghai can be directly applied to the clinic. Methods (1 Within—run imprecision: freshly
mixed plasma [prothrombin time (PT), activated partial thromboplastin time (APTT), fibrinoge (FIB), three different
concentration respectively; thrombin time (TT), D-Dimer, fibrin degradation product (FDP), normal concentration],
measured 20 times in a row, then computed the standard deviation (SD), the coefficient of variation (CV). @) Daytime
imprecision: by using the quality control materials with two different concentration, measured once per day for 20 days,
then calculate SD and CV. @ Carryover rates: after the diluted plasma samples were measured by three times, the
plasma samples in original concentration were measured three times again, then the first step was repeated, and then

caleulated carryover rate. @) Linear range: measured the samples with five different concentrations and compared
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the measured value with theoretical values, then calculated y=ax+h. & Accuracy: dissolved by double distilled
water, the standard plasma samples with fixed FIB value, D-Dimer and FDP quality control materials (low value
and high value) were repeatedly measured 10 times, then calculate mean and relative deviation of the FIB.
(© Accuracy rating: choose 5 different batches of quality control material came from 5 different blood coagulation
laboratories, which was accredited by NHFPC, as the correct assessment products to calculate bias. (@) Validation
of biological reference interval: 20 healthy volunteers were enrolled for validating the biological reference interval
transfer, calculated R—values. Results (1) In-batch imprecision: in different level of PT, APTT and FIB, the
CV were 0.46%-1.06%, 47%-2.66%, and 1.99%-3.92%, respectively; in normal level of TT, D—Dimer and
FDP, the CV were 0.71%, 4.24%, and 7.05%, respectively. (2) Daytime imprecision: CV of normal level PT,
APTT, FIB, and TT were 2.62%, 2.1%, 8.9%, and 2.0%, respectively; CV of abnormal level PT and APTT were
2.85% and 3.1%. 3 Carryover rates: FIB was 0.42%, D-Dimer was 3.58%, FDP was 1.96%. @ Detection of
linear range: FIB was 0.8-5.7 g/L, D-Dimer was 0.5-30.00 mg/L, FDP was 2.50-110.00 mg/L. 5) Accuracy: the
relative deviation of FIB was 7.15%, CV < 15%, the ratio of D-Dimer/FDP was in the context of quality control.
©® Validation of biological reference interval: the total sample R value was 0.96. (D Accuracy evaluation
results: all the indexes were qualified except that a bias from a batch of APTT which exceeded the upper limit.

Conclusion The performance indicators of our new full-automatic blood coagulation analyzer, SYSMEX
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CA-7000, conform to the relevant standards; and the reference range provided by SUNBIO can be used directly.
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