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Clinical Evaluation Study of Isothermal Fluorescence Detection Method for Mycobacterium Tuberculosis Detection. Ou Xichao, Xia Hui,
Pang Yu, et al. Tuberculosis Reference Laboratory, National Center for Tuberculosis Control and Prevention, Chinese Center for Disease
Control and Prevention ,Beijing 102206, China

Abstract Objective To evaluatethe clinical application value of isothermal fluorescence detection methodin the diagnosis of TB
suspects. Methods From May 2013 to August 2013, clinician continuously recruited patients with suspected tuberculosis from three
chest hospitals in shanghai, shandong and guangzhou. Each patient provided one qualified sputum specimen. Laboratory staff performed
microscopic examination by fluorescence microscope, liquid culture and RealAmpfor thisspecimen. All positive cultures underwent 16S —
23S rDNA ITS sequencing for specie confirmation. Using the clinical diagnosis as reference standard, we evaluate the performance of Real-
Amp test for mycobacterium tuberculosisdetection. Results Compared with clinical diagnosis, the sensitivity of smear microscopy, solid
culture and RealAmp were 17.16% , 39.45% and 39.72% , respectively, the specificity of RealAmp was 91. 61% . The sensitivity of
RealAmp was higher than smear ( chi — square =134.42, P <0.05) and approximate with the liquid culture. Conclusion The operation
of RealAmp test is simple and the sensitivity is higher. It can increase the detection rate of smear negative TB patients.
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