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The Clinical Significance of STAT-PAK ULTRA FAST®and
ICT Tuberculosis®for Serologic Diagnosis of Tuberculosis
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Background : Inrecent years, tuberculosis has re-emerged as a major health problem in both industrialized &
developing countries. Recent advances in identifying & purifying antigens secreted in active tuberculosis infec-
tion have lead to the development of serological assays based on a number of immunodominant antigens. To
date, the most sensitive and specific of these antigens has been the 38-kDa antigen.

Method : Two rapid membrane-based serologic assays using antigen(38-kDa) from mycobacterium tubercu-
losis for the diagnosis of tuberculosis were evaluated in 22 patients with smear-positive pulmonary tuberculo-
sis, 14 patients with inactive pulmonary tuberculosis, and 9 patients with non-tuberculous lung disease.

Result : The evaluation of validity(sensitivity, specificity, positive predictive value, negative predictive value,
false positivity and false negativity) of STAT-PAK ULTRA FAST®were 77.3%, 28.6%, 63.0%, 44.4%, 71.4
%, and 22.7% for differential diagnosis of active pulmonary tuberculosis and inactive pulmonary tuberculosis,
respectively. The evaluation of validity of STAT-PAK ULTRA FAST®were 77.3%, 33.3%, 73.9%, 37.5%,
66.7%, and 22.7% for differential diagnosis of active pulmonary tuberculosis and non-tuberculosis. The evalua-
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tion of validity of ICT Tuberculosis®were 54.5%, 57%, 66.7%, 44.4%, 42.9%, and 45.5% for differential diag-
nosis of active pulmonary tuberculosis and inactive pulmonary tuberculosis. The evaluation of validity of ICT
Tuberculosis®were 54.5%, 100%, 100%, 47.4%, 0%, and 45.4% for differential diagnosis of active pulmonary

tuberculosis and non-tuberculosis.

Conclusion : We concluded no effectiveness of STAT-PAK ULTRA FAST® & ICT tuberculosis® on serologic
diagnosis of pulmonary tuberculosis. In the future, further large-scale study should be needed for serologic diag-

nosis of pulmonary tuberculosis. ( Tuberculosis and Respiratory Diseases 1999, 47 : 311-320)
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Fig. 1. STAT-PAK ULTRA FAST test.
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STAT-PAK ULTRA FAST® ZHA}(a rapid two
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2) ICT tuberculosis®

¥E BUE Ui @4 MY == E3E 59 3o
ICT tuberculosis® ZA}(a cardboard folding de-
vice containing a nitrocellulose strip, antibodies
specific for the 38-kDa antigen from M. tuber-
culosis, ICT diagnostics, Australia) card & B3
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Fig. 2. ICT tuberculosis test.
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Table 1. Result of STAT-PAK ULTRA FAST in patients with active and inactive pulmonary

tuberculosis
Active Thc* Inactive Thec* Total
(n=22) (n=15) (n=37)
STAT-PAK ®** MIN MA FA MIN MA FA
Positive 4 7 8 3 3 5 30
Negative 2 1 0 2 0 2 7

*Tbc means tuberculosis.

**STAT-PAK means STAT-PAK ULTRA FAST®
(Sensitivity;86.4 %, Specificity;26.7%
Positive Predictive Value;63.3%, Negative Predictive Value;57.1%,
False Positive;36.7 %, False Negative;42.9% )

Table 2. Result of STAT-PAK ULTRA FAST in patients with active pulmonary tuberculosis
and non-tuberculosis

Active Thc* Non-Thc* Total
(n=22) (n=10) (n=32)
STAT-PAK ®** MIN MA FA
Positive 4 7 8 7 26
Negative 2 1 0 3 6

*Thc means tuberculosis.

**STAT-PAK means STAT-PAK ULTRA FAST?®
(Sensitivity; 86.4 %, Specificity;30%, Positive Predictive Value;73.1%,
Negative Predictive Value;50%, False Positive;26.9%, False Negative;50%)

2Tt 57.1%01903, JYHES 36.7%019, A ol 34, FFol 7o)t PHoldn MNEFAH ¥R
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£ 86.4%0°l9, Bolke 30% I, YA d5= £2 55.6% ©]2{CH(Table 3).

' 73.1%0/H, &4 d&=E 50% U, ¥

E& 26.9%0°i0, $&X4EE 50% ol (Table 2) W8N HiZYn u|FMYN SF7| e sin

2). H YA AP 109F 047t FAHozA U
EE 54.5%0l0, Sol=E 100% U, ¥4
2. ICT tuberculosis®e| F&84 2T = 100%0)H, &4 d25E 50%0|91, 9
FHEL 0%, AFAHEL 50% oIUct(Table
1) 34 HZYn} o|@ESY Hz¥e| v 4).
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Table 3. Result of ICT tuberculosis®in patients with active and inactive pulmonary tuberculosis

Active The* Inactive Tbc* Total
(n=22) (n=15) (n=37)
ICT tuberculosis® MIN MA FA MIN MA FA
Positive + 2 1 3 2 1 2 11
++ 0 2 2 1 0 0 5
+++ 0 0 2 0 0 1
++++ 0 0 0 0 0 0
Negative 4 5 1 2 2 4 18

*Tbc means tuberculosis.
(Sensitivity ; 54.5%, Specificity ; 53.3%,

Positive Predictive Value ; 63.2%, Negative Predictive Value ; 44.4%,
False Positive ; 36.8%, False Negative ; 55.6% )

Table 4. Result of ICT tuberculosis in patients with active pulmonary tuberculosis and non-tu-

berculosis
Active Tbe* Non-Tbc* Total
(n=22) (n=10) (n=32)

ICT tuberculosis® MIN MA FA
Positive + 2 1 3

++ 0 2 2

+ 4+ 0 0 2 0 12

++++ 0 0 0
Negative 4 5 1 10 20

*The means tuberculosis.

(Sensitivity;54.5%, Specificity;100%, Positive Predictive Value;100%,
Negative Predictive Value;50%, False Positive;0%, False Negative;50%)
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