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Abstract:Objective To evaluate and validate the performance indicators of immunoglobulin (Ig) profi-
ciency testing samples,and to explore the suitability of using the reference values as specified values to carry
out proficiency testing programs. Methods Under the same test conditions,the homogeneity and stability of
the three batches of samples were tested by the widely recognized particle-enhanced scattering immunoturbi-
dimetry and transmission immunoturbidimetry. The standard material ERM-DA471 was fitted and compared
with the standard material recommended by the International Federation of Clinical Chemistry (IFCC) to ob-
tain the value of proficiency testing samples. The matrix effects and commutability of proficiency testing sam-
ples were evaluated according to WS/ T 356-2024 Guidelines for the Assessment of commutability of Reference
Materials. Results The results of the specified values were IgG1:8. 62 g/L,1gG2:10. 46 g/L,1gG3:11.39 g/
L,IgAl1:1.87 g/L,1gA2:2.27 g/L,1gA3:2.52 g/L,1gM1:0. 660 g/L,IgM2.0.778 g/L,1gM3:0. 844 g/L. It
was stable for 30 days at 2—8 “C for bottle opening,for 3 days at 37 °C for accelerated destruction,for 30 days
at 2—8 C for simulated transport and for 6 months at 2—8 “C for long term. The results of trueness verifica-
tion plan of proficiency testing in 2024 showed that the qualified rates of participating laboratories were
83.02% for 1gG,84.91% for IgA and 75. 47% for IgM respectively. Conclusion Using this method to carry
out proficiency testing program can ensure the direct commutability of different methods and different reagent
brands. Through the homogeneity and stability of the proficiency testing items as a guarantee, the specified
values are more metrological traceability and comparable between detection systems than the agreed values of

participants after grouping,thus further promoting the mutual recognition of the test results of the program.
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