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[Abstract] Objective To evaluate the efficiency and reliability of the cross priming amplication (CPA) test
for pulmonary tuberculosis (PTB) in China. Methods A total of 1020 patients with suspected PTB from Feb. to
Dec. 2015 were continuously enrolled from the outpatient departments of 21 medical institutions, such as Beijing
Chest Hospital affiliated to Capital Medical University, Changping Tuberculosis Dispensary and Tianjin Haihe
Hospital. Three sputum samples were collected from each recruited patient. Detection of Mycobacterium tuberculosis
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(MTB) by CPA was compared to a reference standard (roche solid culture method in 17 institutions for 819
patients; in the other 4 institutions, BACTEC MGIT 960 culture system for 151 cases and liquid culture system for
50 cases). Satisfaction survey of CPA Test was conducted after CPA test. Results Among the recruited 1020 PTB
suspects, 334 were smear positive, whereas 685 were smear negative. Culture positive rate was 45.3%
(462/1020) , while CPA positive rate was 47. 6% (485/1019). The results showed that the sensitivity and specificity
of the CPA test based on spot sputum for MTB detection were 89. 8% (415/462) and 87.4% (487/557). The sen-
sitivity and specificity of the CPA test in smear positive patients were 93. 8% (289/308) and 34. 6% (9/26), while
those in smear negative patients were 81. 8% (126/154) and 90. 0% (478/531), respectively. The CPA test showed
high consistency with solid (liquid) culture method (Kappa=0.769). According to the results of acceptability
questionnaire survey, 81.8% (18/22) of the manipulators believed that CPA test was easier and more convenient to
CPA test had
high sensitivity and specificity and also had a good consistency with culture. It1l contribute to find out TB patients

operate and had lower infection risk for laboratory staff, compared with culture method. Conclusion

early and fast. CPA test has a good prospect for application in China.
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