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Abstract Objective: To develop national reference for Corynebacterium diphtheriae Nucleic Acid Test
Kit. Methods: Six strains of C. diphtheriae and 10 strains of non-C. diphtheriae were cultured in the suitable
environment. After identification, the inactivated bacterial solution was prepared. The reference samples were
evaluated for uniformity and stability. The accuracy, specificity, repeatability and minimum detection limit of
the reference were verified. Three laboratories were organized to carry out collaborative calibration. Results:
A national reference for Corynebacterium diphtheriae Nucleic Acid Test Kit was developed, which included
6 positive references, 10 negative references, minimum detection limit references and repetitive references.
The national reference showed good uniformity and stability. The minimum detection limit is 1.0x10’-1.0x10*
bacteria-mL"'. The results of collaborative calibration also showed that the candidate reference materials of

positive, negative, repeatability and minimum detection limit met the requirements of national reference materials.
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Conclusion: A national reference was successfully developed, which can be used for the quality evaluation of

Corynebacterium diphtheriae nucleic acid detection reagent.
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CMCC (B) 38105 2.03 NCTC 11397 100
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2 +/+ (6/5) -/ (10/10) 0.92 1.11 + + - -
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