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Confirmation process of NordVal microbial qualitative analysis method
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ABSTRACT: Objective In order to apply the international standards to each detection process in
microbiological research process and daily inspection work, the NordVal analysis method to apply for the
standard microbiology qualitative validation procedures were collated and summarized. Methods The
qualitative method validation of NordVal included two aspects: the comparative study and collaborative study.
The technical scheme of the method validation responsible person should first make the method validation, test
in comparative experiments, then, by collaborating laboratories with the same samples for laboratory
collaborative experiment. The performance index of the confirmation method were confirmed by the
comparison of the method to be confirmed and the baseline methodology. Results The performance
index about validation of qualitative method included: procedures sensitivity, specificity, accuracy, the
relative level of detection and the relative consistency of the method. Compared to the confirmation method and
the reference method, qualitative method met the following performance metrics: the rate of sensitivity and
specificity was more than 95%. The detection of alternative method detection limits should

be consistent with the reference method for the limit and the value of consistency should be more than 0.8.

H&mB: (2012BAK17B10) (31301460) (20131IK197)

Fund: Supported by National Science and Technology Support Plan (2012BAK17B10), the National Natural Science Foundation of China
(31301460) and the Project of General Administration of Quality Supervision, Inspection and Quarantine of P.R. China(20131K197)

*BITEE: , , , E-mail: jiango@yeah.net

*Corresponding author: JIANG Yuan, Professor, Jiangsu Entry-Exit Inspection and Quarantine Bureau, No.99, Zhonghua Road, Nanjing
210001, China. E-mail: jiango@yeah.net



610 6
Conclusion This paper will provide a standardized basis for the formulation and revision of standard methods
and the confirmation of laboratory method.
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