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Conventional coagulation test measurement uncertainty and the sigma lev-
els of all items evaluation research
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[ Abstract] Objective: According to the uncertainty of measurement and the sigma level evaluate the quality of conventional co-
agulation test. Methods ; According to China national approval committee CNAS conformity assessment-TRL-001:2012 “top-down” ap-
proach in the technical report, collect the Beijing xicheng district maternal and child health hospital clinical laboratory data of internal
quality control results in 2021 and 2018 ~ 2020, three times Beijing external qualiy control results as a result, the evaluation of pro-
thrombin time (PT) live part,INR,activated clotting time ( APTT) ,fibrinogen concentration ( Fbg) ,the uncertainty of measurement.
And clinical inspection center quality evaluation according to the 2021 Beijing chamber of qualitative evaluation of the results between
computing Bias ( Bias% ) , allowed in the national standard GB/T20470-2006 total error ( TEa) computing sigma level, to meet the
needs of quality target index ( QGI) determine the laboratory preferred direction for improvement. Results: PT in 11.99 s and 38.77 s,
the relative expanded uncertainty were 6. 98% & 12.40% , APTT in 27.43 s and 48. 96 s, the relative expanded uncertainty were
13.39% & 15.13% ,Fbg in 2. 67 g/L and 2.27 g/L,the relative expanded uncertainty were 12.90% & 14.92% , INR in 1.08 and
3.74 ,the relative expanded uncertainty were 13.60% & 23.55% . After evaluating the performance level of each item of the laboratory
coagulation test with the allowable total error of the national standard,to national standards to allow total error evaluation laboratory co-
agulation tests after the project’s performance level shows a critical level, APTT and Fbg sigma value were at critical levels, o values was
3.22 and 3. 87 ,respectively. PT and INR in poor level, o value was 2.94 and 2. 79 ,respectively. Purpose of calculating various kinds of
quality target index of PT,Fbg and INR QGI <0.8,APTT QGI between 0.8 ~1.2. Conclusion: Using the internal quality control data

and internal quality control results,each test project of routine coagulation tests in laboratory measurement uncertainty evaluation,com-
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bining the Westgard sigma quality control rules to evaluate the performance of laboratory testing project, and according to the priority

target index considering laboratory quality improvement direction,all contribute to the quality of clinical laboratory management.
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