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Evaluating the Usefulness of the ICT Tuberculosis Test Kit
for the Diagnosis of Tuberculosis
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Soon Kew Park, M.D.%, Seon Ho Lee, M.D.}, Sung Ryul Kim, M.D.},
Ki Hyung Park, M.D.}, Woo Seok Kim, M.D.° and Kyong Soo Koo, M.D.*

Department of Clinical Pathology' and Internal Medicine®, College of Medicine, Pusan National University,
Department of Clinical Pathology, Ulsan University Hospital®, Ulsan, Korea,
Pusan City Medical Center*, St. Benedict Hospital®, and Koo's Chest Clinic®, Pusan, Korea

Background : Early diagnosis of tuberculosis is critical, especially in Korea, an area where tuberculosis is en-
demic. Because antibody responses to some membrane proteins of M ycobacterium tuberculosis are not compa-
rable, and the policy of BCG vaccination and the prevalence of tuberculosis are different from country to coun-
try, the usefulness of the serological diagnostic tests is questionable in Korea, even though they have been con-
firmed to be useful in other countries. In the specific context of Korea, we tried to evaluate the validity of the
ICT Tuberculosis Test (ICT), a membrane-based antibody kit that purports to detect the 5 M. tuberculosis
complex-specific antigens including 38-kDa protein.

Method : 68 patients with tuberculosis were tested : 37 had no history of previous tuberculosis, and 31 were re-
activated cases. The control group comprised 77 subjects © 25 healthy adults, 35 hospital workers with frequent
contact with tuberculosis patients, and 17 in—patients with non-tuberculous respiratory diseases.

Results : The diagnostic sensitivities of the ICT were 87% and 73% in patients with versus without previous
history of tuberculosis, respectively. The sensitivities of smear-positive and smear-negative patient groups were
81% and 73%, respectively. Both of the two patients with extrapulmonary tuberculosis tested positive through
the ICT. The specificities of the ICT were 88%, 94%, and 94% in healthy adults, hospital workers, and non-tu-
berculous patients, respectively, with an overall specificity of 92%.
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Conclusion : 1t is suggested that when combined with traditional techniques, the ICT is an useful tool for the di-
agnosis of pulmonary tuberculosis. The procedure is simple, easy to perform, rapid, and needs no equipment. It

shows 73% sensitivity and 92% specificity for the diagnosis of tuberculosis. {Tuberculosis and Respiratory

Diseases 1999, 46 : 473-480)

Key words : Mycobacterium tuberculosis, Serological Diagnosis, 38-kDa Antigen, Diagnostic Sensitivity, ICT.
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Table 1. Age and sex distribution of the tested groups

Tested groups No. of cases (M : F) Age (mean)
Healthy adults 25(7 . 18) 22-63(48.4)
Hospital workers* 35(4 : 31) 25-55(34.8)
Non-TB pt with RD 17(14 : 3) 37-83(60.8)
TB pt without past Hx 37(18 : 19) 19-87(38.4)
TB pt with past Hx 31(25:6) 22-77(44.1)
Total 145(68 : 77) 19-87(41.6)

Abbreviations. TB, tuberculosis ; pt, patients ;
history ; M, male ; F, female.

RD, respiratory diseases ; Hx,

*having contact w1th tuberculosis patients or their specimens for at least a year.
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Table 2. ICT Tuberculosis test results of the tested groups

Tested groups N Positive( %) Sensitivity, %  Specificity, %
Healthy adults 25 3(12.0) 88.0
Hospital workers 35 2(5.7) 94.3
Non-TB pt with RD 17 1(5.9) 94.1

TB pt without past Hx 37 27(73.0) 73.0

TB pt with past Hx 31 27(87.1)* 87.1

Total 145 79.4 92.2

*significantly high as compared with group of TB pt without past Hx (p<0.005).
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