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Abstract  Objective To develop a chemiluminescent microparticle immunoassay CMIA for cytokeratin 19 fragment
21-1 CYFRA21-1 CY21-1 for short content. Methods Recombinant CY21-1 antigen was prepared by prokaryotic
expression and used for immunization of BALB / ¢ mice. The splenocytes of mice were collected and fused with Sp2 /0
cells by routine hybridoma technique. The hybridoma cells stably secreting the monoclonal antibody mAb against CY21-
1 were screened by indirect ELISA and labeled with magnetic beads MB and acridinium ester AE respectively. The
mAb pair for specific detection of CY21-1 were screened based on which CY21-1 CMIA was developed verified for
linearity and sensitivity and compared with the kits of same kind. Results An antibody pair MB * 26B5-3E4 * AE was
obtained with which CY21-1 CMIA was developed. The linear range of the developed method for determination of CY21-
1 calibrator was 0. 1 ~ 1 000 ng/ mL with a R* value of 0. 992 3 while the sensitivity was 0. 076 ng/ mL. The
determination results of 250 human serum samples by the developed method showed good correlation with that by
commercial Abbott CY21-1 CMIA kit R* = 0. 961 6 . Conclusion CY21-1 CMIA was developed successfully
which showed high linearity and sensitivity. It laid a foundation of clinical screening and early diagnosis of lung cancer
in China.
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