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Performance assessment of quality control and Establishment of total quality control strategies in clinical biochemistry
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Abstract: Objective To assess the intern quality control performance characteristics and establish the total quality control
strategies that are appropriate for the quality requirement and select medically useful quality control procedures for individual test.
Methods According to the allowable total error such as given by CLIA’88,and the imprecision and inaccuracy of every test method
were collected from the data of ROCHE quality control service (QCS) and national center for clinical laboratory proficiency testing
event. Normalized operating point was calculated, which is observed imprecision and inaccuracy expressed as a percentage of the al-
lowable total error. Results The operating point of Normalized OPSpecs charts shown that there was a high error detection rate
(Ped>90% ,Pfr<<1%) with the current quality control rules(1;,,N=2,R=1) including ALP,AST.ALT.AMY and other 20 i-
tems, but TBIL .DBIL and APOB,only changed the rules(1s,/22s/R4s,N=2,R=1),its quality control performance is high error
detection(Ped™>90% ,Plr=1%) ,the TQC strategy should depend on statistical QC as the primary component. The performance of
items(Na and Ca ) with rules (12. 5s,N=2,R=1) is moderate(Ped=50% —90% ,Pfr=4%) ,the TQC strategy should emphasize
statistical QC,method improvement,and error prevention. The performance of items(UREA,Cr,CIl,Alb) is very low(Ped<<50%) ,
the TQC strategy should place a high priority on method improvement and error prevention. Conclusion QC practices tend towards
a uniform or average quality control system that is applied to all testing processes;it is necessary to establish a total quality control
strategy for every test based on the quality required and the performance observed.
inaccuracy; Normalized OPSpecs Chart
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