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Quantification study of national standard material of prostate
specific antigen ( PSA ) for immunoassay

LIU Yan, SUN Nan, HUANG Ying, GAO Shang—xian,
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Abstract Objective: To prepare and calibrate the new batch of national standard material of prostate specific antigen
( PSA ) for immunoassay. Methods: PSA international standard material from National Institute for Biological
Standards and Control ( NIBSC ) was used for value transfer, and eight kinds of kits included in three mechanisms,
CLIA,ELISA and TRFIA were used for joint calibration. In addition,the homogeneity and stability were evaluated
the quantification uncertainty was analyzed and estimated at the same time. Results: The quantitawve value of the
national standard material in this batch of PSA was 190 ng * mL™",and the uncertainty was +27 ng* mL™". Precision

between bottles was 0.98%. Stability test showed that it was stable after storage at 4 C for 11 weeks with ¢—test
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straight slop < 7995, ¢*S (b ), but unstable after storage at 37 °C. for 11 weeks with ¢—test straight slop > 5. ¢*S

(b, )o The results showed that the PSA in the sample was significantly degraded while the concentration of fPSA

significantly increased Conclusion: The quantification process of this new batch of PSA national standard material

is reasonable with good homogeneity and stability. It can meet the need of product research and quality evaluation

of PSA kits. PSA national standard material is unstable when it was stored at an elevated temperature, so cold chain

should be applied to its transportation.

Keywords: prostate specific antigen ( PSA ) ; serine proteinase ; amino—acid residue; in vitro diagnostic reagent;

immunoassay ; national standard material ; quantification
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