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Abstract: Objective The quality control strategy of biochemical enzyme detection project is designed by using the statistical
quality control program based on patient risk management Sigma-SQC Norman map. Methods The initial quality control
program and the process monitoring program for the biochemical enzyme detection project of Hitachi 7180 biochemical ana-
lyzer were designed according to the size of different Sigma metric values using the graphical tool of MaxE (NUF) associated
with Sigma-SQC. Results  Alanine aminotransferase ( ALT), aspartate aminotransferase ( AST), alkaline phosphatase
(ALP), creatine kinase (CK) of the Sigma metric value 5. 1 to 6. 0,and the initial quality control program was multi rule MR
N, ,and the sample size=200. Error positive rate (Ped) was 1. 00, MR N;,and the sample size= 200, error positive rate
(Ped) =0. 94. The process monitoring program was 125, Ny .and the analytical run length=200,Pfr=0. 01. 13, N; analytical
run length was 70 and Pfr was 0. 00. Sigma metric values 4.1 to 5 of the project lactate dehydrogenase (LDH), amylase
(AMY) ,gamma-glutamyl transferase (GGT) ,and the initial quality control program were multi rule MR N4. The sample
size was 200,PED=1. 00. MR N ,sample size was 200, PED=0. 94. The process monitoring program were 13, N ,analytical
run length=25,Pfr=0. 00,and 1;, N, , the analytical run length="70,Pfr=0. 01. Conclusion The initial quality control pro-
gram MR N; of biochemical enzyme detection projects ALT, AST, ALP and CK,the sample size were 200, and the process
monitoring program 1 5, Ny »the analytical run length was 200. The initial quality control program MR N; of biochemical en-
zyme detection projects LDH, AMY and GGT, the sample size were 200, the process monitoring program, the analytical run
length was 50, MaxE(NUF)<1 could minimize the risk of patients.
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