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The Gen—Probe Amplified Mycobacterium Tuberculosis Direct Test (MTD) is a rapid
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test for the detection of Mycobacterium tuberculosis, utilizing the rRNA amplification
method. For assessing the reliability and reproducibility of the method, a co—operative
blind study was conducted among 6 laboratories. Materials for test were sputum and water
samples containing known numbers of Mycobacterium bovis BCG or Mycobacterium avium,
and samples without bacteria. From three of 6 laboratories, false—positive results were
reported for bacteria negative samples, however, the ratio was below 10% ; 8.3% (3/36
samples), 5.6% (2/36), and 2.8% (1/36), respectively. It indicates the indispensability of
negative controls for sample pretreatment and RNA extraction stages in the routine MTD
test. In every laboratory, all the samples with 10 BCG in water and 10 BCG in sputum
were found to be MTD positive. For the sputum samples with 10° BCG, positive results
with the ratio above 80% were reported from 4 laboratories. These results indicate that the
MTD test based on rRNA amplification method is quite useful for the rapid diagnosis of
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M. tuberculosis infection.
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K2 WEBLU M. avium ZETERMEOMT DR O HiHI L

R DB CGD M. avium %= STLERPD
% CFU¥ HEEO BCG®CFUH M
0(15) 10%(21) 10*(15) 0(6) 10*°(5)
A 0 15 15 0 4
B 0 13 15 0 1
C 0 20 15 1 5
D 0 20 15 0 5
E 0 19 15 0 5
F 0 16 15 0 5

£3 BCG#% 10 HETEHEMEOMT DR

MR ik A fii% B Mgk C hizk D W% E MR EF
1 196,864 228,317 106, 517 16,120 1,322,630 69, 925
2 523, 766 31,770 813,185 127, 824 644, 600 6,278
3 15, 589 61, 745 190, 194 665, 479 30, 883 9,774
4 15, 723 3173, 855 568, 856 242,210 471,155 145,253
5 483, 599 839,653 435,300 51,033 926,867 84,285
6 36, 984 24, 302 251, 706 116, 951 634,235 68,829
7 313, 263 17, 620 589, 051 813, 762 382,713 165, 797
8 113, 781 21,197 391, 420 53, 571 712,948 163, 037
9 26, 294 24, 864 741, 784 330, 388 771,995 102, 217

10 284,114 14, 973 42, 511 210,131 745,268 78,956
11 24, 747 5,690 1,365,374 633, 786 347,091 45, 932
12 109, 026 19, 769 844, 5517 130, 561 765,728 23, 066
13 16, 944 10, 952 469, 961 608, 719 267,314 39,543
14 29, 323 137, 063 213,857 1,218,651 568,429 68, 454
15 122, 502 55, 654 108, 402 202, 891 636,379 21,188
16 149, 945 75, 378 276, 385 231, 259 103,672 114,677
17 138, 664 732,937 1,872,889 615, 836 5,688 51,735
18 1,831,653 1,289,819 5170, 879 46, 640 155,975 50,113
19 158, 896 119, 756 2,454 819,549 26,768 61,772
20 125,377 2,381,127 411, 646 58, 186 436,504 13,525
21 305, 794 47, 309 204, 032 393, 321 140,159 107, 221

* Relative Light Units
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