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Evaluation of the Clinical Usefulness of the Xeniss Rapid TB
kit for the Diagnosis of Tuberculosis

Seung Kyu Park, M.D., Woo Chul Lee, M.D., Soo Hee Hwang, M.D.,
Eun Si Kwon, M.S., Hung Soon Lee, M.S., Duk Hyoung Lee, M.D.

Clinical Research Center for Tuberculosis, National Masan TB Hospital

Background The rapid diagnostic tests for tuberculosis are needed to facilitate early treatment of
tuberculosis and prevention of Mycobacterium tuberculosis transmission. The Xeniss Rapid TB kit is a
rapid, card-based immunochromatographic test for the detection of antibodies directed against M.
tuberculosis antigens including antigen 5(38-kDa antigen). The objective of this study was to evaluate
the performance of the Xeniss Rapid TB kit for the diagnosis of active tuberculosis with serums from
patients, asymptomatic healthy and close contact controls.

Method : 188 patients with active tuberculosis were tested; 177 with pulmonary tuberculosis(18 with
combined pleurisy), and 11 with extrapulmonary tuberculosis. The control groups were composed of 82
close contacts and 57 healthy adults. Study subjects were drawn from one national tuberculosis hospital
for patients and close contacts, and another private hospital for healthy adults in Masan city, Korea.
The Xeniss Rapid TB kit(Xeniss Life Science Co., Ltd., Seoul, Korea) was evaluated by using serum
samples according to the instructions of the manufacturer by an investigator masked to the clinical and
microbiological status of the study subjects.

Results : The diagnostic sensitivity of the Xeniss Rapid TB kit was 73.9% in patients and specificities
were 73.2% and 93.0% in close contact and healthy adults respectively. The positive predictive value in
patients was 84.2% and the negative predictive value in controls was 85.8%.
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Conclusions :

This study shows that the Xeniss Rapid TB test is a simple and fast method to

diagnose active TB. The results of the sensitivity and specificites suggest that serodiagnosis using this

point of care testing(POCT) device would be valuable and advantageous for screening tuberculosis in
the clinical field. (Tuberculosis and Respiratory Diseases 2002, 53:389-400)
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. . Patients Close Contacts Healthy adults
Characteristics (n=189) (n=82) (n=57)
Sex

Male 143 27 %
Female 45 25 2
Age(years) 4R80+177 41.4%133 4474159
TST’ induration(mm) 154+65 14.7+39 e

"TST(tuberculin skin test) was performed in 53 patients and 16 contacts.
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Table 2. Results of Xeniss Rapid TB test in study subjects

Study subjects N Positive(96) Sensitivity(%4) Specificity (%)
Patients 188 139/188(73.9) 739
Pul. TB 177 129/177(72.8) 72.8
Group A(<1 mo.) 41 25/41(61.5)
B(2-3 mo.) 32 25/32(78.1)
C(4-6 mo.) 18 17/18(94.4)
D(7-12 mo.) 43 33/43(76.7)
E( 12 mo.) 43 29/43(67.4)
Extrapul. TB 11 10/11(90.9) 90.9 5
Close Contacts 2 22/82(26.8) 73.2
hospital workers 19 11/19(57.9) 21
pt’s family members 63 11/63(17.5) 825
Healthy adults 57 4/57(7.0) 93.0
Total 739 813

Total sensitivity=73.5%
Total specificity=81.3%

Total positive predictive value=139/165=84.2%

Total negative predictive value=139/162=85.8%(with prevalence of TB of 575%)
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Table 3. Results of Xeniss Rapid TB test according to sputum smear status, CXR®,
concomitant DM, age, and TST in patients

N Positive(%) p value

Smear status NS’
negative 26/38 684
positive 109/143 76.2
+ 58/77 7.3
++ 28/38 73.7
et 23/28 821

NTA classification NS
minirnal 19/30 63.3
moderately advanced 44/63 69.8
far advanced 73/92 79.3

Cavity NS
yes 81/107 5.7
no 55/78 705

Concomitant DM NS
yes 20/29 69.0
no 119/159 748

Age NS
<20 777 100
21-40 49/64 76.6
41-60 51/70 729
>61 32/47 68.1

TST induration(mm)® NS
<10 56 833
>10 51/63 81.0

Past History for TB NS
ves 29/38 76.3
no 110/150 733

%CXR means chest X-ray film.
*NS means not significant statistically.

$TST was performed in 53 patients and 16 close contacts.
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o] Aoy AT Y& BEEE E coli FE
cz5H 4L A HAL, FAYHY L=
HTole EolAo] @ol FA4HUT &5 2
ol A& AF ¥ 200 F FUo| Yehiy, o
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