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[Abstract] Objective To evaluate the performance of MTBDRplus version 2 (MTBDRplus V2) line probe
assay for diagnosis of TB in the suspects with smear negative pulmonary tuberculosis. Methods The people who
were clinically suspected to have smear negative pulmonary tuberculosis (PTB) and detected in Anhui Chest Hospital
and Xi’an Chest Hospital from January 2014 to December 2014 were consecutively enrolled into this study. A total
of 1973 smear negative PTB suspects were enrolled and one sputum specimen was collected from each of them to
conduct MTBDRplus V2 and BACTEC™ MGIT™ 960 (MGIT 960) liquid culture, respectively. MGIT drug
susceptibility testing (DST) for rifampin and isonozid was also performed once the liquid culture was positive and
Mycobacterium tuberculosis complex (MTBC) was identified. Finally, the drug resistance related genes sequencing
was performed for the samples with inconsistent results of drug resistance between MTBDRplus V2 and MGIT DST
to confirm the drug resistance status. SPSS 22. 0 was used for statistic analysis and %’ test was used to compare the
detection rate of MTBC by using the two diagnostic methods. Statistical significance was defined as P<Z0. 05. The
sensitivity and specificity were applied to evaluate the performance of MTBDRplus V2 in the identification of MTBC
and the detection of rifampincin and isonizid resistance. Results ~Among 1973 enrolled cases who were suspected
to have smear negative PTB, the identification rate of MTBC by using MTBDRplus V2 and MGIT 960 were 27. 67 %
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(546/1973) and 26.76% (528/1973), respectively. The difference has no statistical significance (4" =0.05,P=
0.974). Compared with MGIT 960, the sensitivity and specificity of MTBDRplus V2 in the identification of MTBC
was 86. 74% (458/528) and 93.84% (1356/1445), respectively. Compared with MGIT DST, the sensitivity of
MTBDRplus V2 in the detection of rifampicin and isonizid resistance was 94. 34% (50/53) and 77.38% (65/84)
respectively, and the specificity in the detection of rifampicin and isonizid resistance was 96.62% (372/385) and
98.02% (347/354) , respectively. Conclusion MTBDRplus V2 is a rapid and reliable method in the diagnosis of
MTBC among smear negative PTB suspects. At the same time, it also can tell us whether the patients diagnosed as
having MTBC are susceptible to rifampin and isonizid or not, and both its sensitivity and specificity of drug resist-

ance detection are high. Thus, this method has a good application value in the TB control and prevention.
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