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Performance verification and results testing for Automatic blood coagulation analyzer
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Abstract: Objective  To evaluate the performance of a newly installed automatic coagulation analyzer
(STA-R Max) and compare the consistency of its testing results with the confirmed clinical automatic coagu-
lation analyzer(STA-R Evolution). Methods Four items of blood coagulation [ prothrombin time (PT),acti-
vation partial thrombin time (APTT),fibrinogen (FIB) and thrombin time (TT) Jwere detected on two sets
of automatic coagulation analyzers. The results were compared and analyzed, and the precision, linear range
and contamination rate of the new hemagglutination analyzers were evaluated. Results For the newly installed
automatic coagulation analyzer,the relative inter-precision of normal and abnormal mixed plasma were:1.12%
and 1.46% for PT,0.94% and 1.59% for APTT,1.83% and 4.13% for FIB,0.87% for TT respectively. In-
tra-precision were:0. 72% and 0. 44% for PT,0. 39% and 0. 65% for APTT.,1.37% and 1. 75% for FIB,
0.87% for TT respectively. The carryover was 0. 17%. The linear regression equation of FIB actual and theo-
retical values was Y=0.992 9X —0. 093 7(P>>0. 05). There was no significant statistical difference between
the intercept and 0 (P>>0.05) and between linear slope and 1 (P>0.05). PT,APTT,FIB and TT have good
correlation (r=0.989 6,0.984 0,0.995 1 and 0. 961 9) between two analyzers. The testing results of bias of
PT,APTT,FIB and TT for two analyzers were 1.91%,2.73%,0.29%.1.51% within the acceptable defined
bias in CLIA'88. Comparison of four items of blood coagulation results between two sets of automatic coagula-
tion analyzers showed no statistically significant difference (P >>0. 05). Conclusion The newly put into use
automatic coagulation analyzer has good repeatability,stability,linearity and carrying contamination rate. The
results of two hemagglutination analyzers are consistent and have good correlation, both of which can be used

for clinical specimen detection.
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