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73 2®TaqMan48 O ZERERYEFAil & BRI X 2 Bead

HE Fo ik =R

Uhith - AZ

DRI B= 0 URE ONW

EE(HW) HIQEE R EEEREETH Y, B, BERREREOSE, SBRE G2 %R
BUZHEN T WD Do FGEIXT/NA®TagMand8 & TN T ¥ 7Y a 70k O LKE % 1T - 720
(J5#: - W) M. bovis (ATCC19210) DRI (5 X 10%cfu/mL) % H\, 1015 FCRH Z 1ER R, A
THEIHE, BAIMRHIRE R RO 72, R E O R OFIE, NALC-NaOH LI 3% 3k R AE MR
T3 GBI 340F, NTMIE391) 24 L LTiTo7z GER) T/ A®TagMand8 ix, T/¥X
Ty 7)) are LFEFEORBIRETH Y, RABMKEL 5 X102cfumL, FIMED RIFTho72, 5
k& O—F L TN A®TaqMand8 13 58.8%, INAT V7 T TOIE67.6% THHIHEAE RN o
720 WIEFEOMETIE, REHER, I6HETRETH o7, Gilian) T /73 A®TagMand8 DI
L0, B O E RIS S, R A R O KRGS RE & 72 5 72,

F——X : COBAS®TagMan 48, #EF%HHE
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ARSI 5 2 JRYWE T, ARh A 2200 E
HRME OV EDOTH B, AR (WHO) 1,
2006 E DMETE R L LT, Fi#lEgE 20 A0S b,
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DARET ZRIKICE TN LN E WAL TR DS
ENDY, EEMERRICBT A EPEREON R E LT
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LRI b 723, BIEREORENFIH B &
O 72 JEG R SR D FER D 72, BB VB
WZxt L, REEEESS2OENE L) Bdicir) 2k %
HENZIBF, fERMPLBAINTCVWELINAT V7)) 2
7O (LLF @ ek LR, [OBMTEMEICKE
LEALD 0 QIKEE, FEREEIIRIER 2D R0 B
SIS B ER ST A AR o 3 HHEICH T
B X, MBIBE, Q25 oREfREZELZ L
MU fETdH B /¥ A®TagMan48 (LU : TaqMan i) %
BA L7720 FAEE TagMan i DE AT, FRBEH
AERAT-> O TRHEREHMET 5,

HEREFE

HEF B X O TagMan 3 TOH
TROME 2175 720
(1) BAVRIMEEB X ORR L9 I VIR TOR
Hi
I /MR BE LE Mycobacterium bovis (ATCC19210) @
W 5 X 10%cfu/mL Z 1 L, 4°CCHRE L7 lm A&
¥R T, 5X103cfu/mL 25 5 cfu/mL DA % VER L
7oo MERE L2 FBURWE, BRR MR & RIS, 3 [
DG E %2 AT > 720
F A GO T, AEER T RIS 3 5 NALC-
NaOH MLFLEBARIE 100 L EFRE N2 05, Rie o>
Tk (150 uL, 125 pL, 75 pl, 50 pL) T Ok H KR
ORET % W8S X 10 cfu/mL DA EZ > 7L L,
2 [ FAG R E & AT - 720

¥, WASCGEICHEW

In case of 3 tests per batch

KiA% HE847% #3535 20094F 3 A

(2) BRRMRIRZ Al 7B 28y, ek o—3k
2001 42> 5 2006 FEA R DD D, —20CLL T Tl
RS N7z, Wk, B, SUE RIS ICHIERT 5 N-
acetyl-L-cysteine (NALC) -NaOH LIPS BGE PRATARAR 73 14
RS A% W © 34, Non-tuberculosis mycobacteria (NTM)
D391F) VT, BEEH A, $EREE & TagMan 1S
L BMEE 1 HAT, WEROREEE I L7, &k,
F WA, NALC-NaOH LER AR & R (T
PDYGH#L: AR BCG) 12100 pL % MG, Riagx BAMA L,
110 /EOBECTHBICT, WORE 2R L7z, ks
H X757 55— 1e3D) &, FHD NALC-NaOH JL#
B S00 pL & M, Biefaml, By 7+
DALY, WORBELMWRE L. &b, KREER
WIN D 35C T, BEROIEMEIE, F— - % —
W VRt TRER L 720 BEBMAORRIL, wIihh
HEIWE THBWORE © iR L7256 & IR w s
#/hEE Lz
(3) ek & TaqMan I OHE R OMGE
HERREDA - TH o 2B, TR 21T
VY, Master Mix 363 (MMXE33E) @MLK E o
BAZ AT o 728 (Exy MITT3 HoEH), %4
DFET A MO FIENEZ T o720 B, TR
#4795 £ TOMRM, NALC-NaOH LB 55 S PR AF MR 1
—20CLA I CTHAIRAEZ AT o 720
(4) RERFHL72BE0%EM (Fig)
OZiwi oA E
LN YOV 28RO MMX 3%, 1 Ny FH72Y)

In case of 6 tests per batch

100 L of MMX divide into eight differents. ‘

200 gL of MMX divide into four differents.

“”@@@@@@@@

=jelsls

After pipetted, all tubes store at 4°C in dark. ‘

12.5 pLL of IC add to tube

2nd ste;
P 50 #L of Mg?* add to tube

25 pL of IC add to tube
100 #L of Mg?* add to tube

’ IC and Mg?" reagents were added to divided MMX tube. ‘

Vortex and Spin down

50 #L of mixed reagents (MMX, IC and Mg?") are divided in each reaction tubes.
50 puL of extracted DNA.

Measurement

MMX: master mix solution IC: internal control reagent

Fig. Procedure of reaction reagents divide
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3G o5E k172 b, B - oy ba—
VEIR) CLERGRE L, 72, MMXREZ |
Ny F B0 6 RGO 5E Wifka 7 A, BB X
Oz ta—nv& 1 Ex£F>25beit6e 7 A+
G \CRELRGREE L7,

3RS 1 MMX GRIE 100 L %, 6 MRS 1 MMX &
200 uL %, THENENF 2 — 71208 L, 73
SCHEE L7228, WER T THIE (4°C) REL,
@llE H oRESE

3BT O MMX R38R E L 72T 2 — 73N v
Fa = (I0) RFEI125 4L, ¥ 7 &7 ARE (M)
S0 L& iR L 720 6 WAk 5 O MMX R 3E % 409 L 72
F a2 —71%, 1C25 ul, Mg 100 uL %%, WEEIT>
72
@RI DLEMEB X OF Ry P

MMX K313 0E%, 7H, 4HBL16HH F Tl
JEIREE (4°C) THRAFE L 720 BV ZZRIRIE, v
M E OB >~ s @ — )V DNA %, 5 copy/l Uit A
MUCH ML 722080k, Btk a v b u — U Bk 2 ks
XUBEa ¥ b a— VBRI O W T T 5 72,

b R

(1) AMHBBREB LR LY Y 7 VEHETOR
H

5 X 10 cfu/mL (3 HE K s & TagMan O T & THH X
7225, MRHHRAECAR I H o7, LA L, 5X10?
cfu/mL TIEHE 3Kk & TagMan i & 12 3 [0l oo KAE M &
M3 EThHEE 2D, FEFERESRIFChHo72 Lo
T, ®WMRHEEZ, 5X102cfu/mL & L7z (Table 1)
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F 72, FFEERHAMBICA—F %R L7 5X10 cfu/mL O
W& v, AR R A 5 2 MR & 150 L A
550 pL F TEAL S ¥ 72, HEREIL 150 uL D25 75 pL D
MR E CE B E 2D, 50 uL TIEBEMETH - 72,
F 72, TaqMan EIEMARE D150 L & 75 uL THE A
LY, 100 uL & 50 uL TR TH > 72 (Table 2)-
(2) BB o—HE
Rk & o—3RE, WEKRET67.6%, TagManihi T
58.8% T o 720 WIHRMARGUERE 11 BlO—FERIZ, ek
#:7C90.9%, TagManit T81.8% CTdH » 7z, EWIRIITIE
PERE23 60 O — F# 1%, €K T56.5%, TagManik T
47.8% Tdp > 720 NTMEFZE ML TIE, EREB IO
TaqMan i & H IZBEMETH - 72 (Table 3),

Bk L AERTE $ 7213 TaqMan B DK AR —F &
LoD L, BESRETH 572 1 I, &M
R, SERTED X O TagMani: T [HEBE B BEREME] &
g L7z, BEMAEOE, F 310 =—%L 5 cfu/100
uLTH o7z (Tabled),

(3) fit3k#: & TagMan 3D 55 H O MGk
ek & TagqMan DR RIIA—EAA L2 5610 5
B 4B, PERTED M, TagManFE X TH - 72,
1 BNEPER BT & g S 7225, TaqMan 13 IC 23
M ST HUEONRE 2o 720 FHIEORE, T
TOWWETICITM S, 2 FHITHH T 4 0O HPEH
e 0, Al 3 FHETE DR RIIA—H AR Sz
(Table 5) o
(4) BIEZRDE L GG OREEDOWE

3RS /178y FAZ8 L 723k B L U8 6 Mifkar/1
PNy FUTHEI LRI L DI, RESEE, I6HES

Table 1 Minimum detection of colony forming unit per mL COBAS Amplicor® vs COBAS®TaqMan48

COBAS Amplicor® COBAS®TagMan48

CFU/mL Abs at 660 (nm) Positive rate Ct value Positive rate

_—— Result  (No. of positive Result  (No. of positive
MTB IC /No. of test) MTB IC /No. of test)

3.754 3.453 Positive 335 374 Positive

5% 10* 3.754 4 Positive 3/3 342 37.6 Positive 3/3
3.453 4 Positive 33.4 37.8 Positive
3.453 3.754 Positive 37.5 38 Positive

5% 10° 3.578 4 Positive 3/3 36.6 37.7 Positive 3/3
3.754 3.578 Positive 37.4 38.3 Positive
3.754 4 Positive 41 38.4 Positive

5 X 10 1.761 4 Positive 3/3 40.7 38.4 Positive 3/3
4 4 Positive 42.5 38.6 Positive
3.453 4 Positive 44.8 38.4 Positive

5X10 0.02 4 Negative 1/3 - 38.4 Negative 2/3
0.02 4 Negative 44.9 37.6 Positive
0.02 4 Negative - 38.2 Negative

5 0.02 3.357 Negative 0/3 - 38.1 Negative 0/3
0.03 4 Negative = 38.1 Negative

MTB : M.tuberculosis complex, IC: Internal control, Abs: Absorbance
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Table 2 Comparison of target gene detection to each volume M. bovis solution, COBAS
Amplicor® vs COBAS®TaqMan48
COBAS Amplicor® COBAS®TagMan48
5X10 Abs at 660 (nm) Positive rate Ct value Positive rate
CFU/mL _— Result (No. of positive Result  (No. of positive/
MTB IC /No. of test) MTB IC No. of test)
1.030 4.000 Positive 43 37.7 Positive
150 (uL) 0.001  3.750 Negative 12 - 387  Negative 12
0.004 4.000 Negative 43.5 38.1 Positive
125 (#L) 0.842 3.574 Positive 12 43.5 394 Positive 212
0.003 3.574 Negative = 38.8 Negative
100 (uL) 1364 3.750 Positive 12 - 382 Negative 072
0.001 3.750 Negative = 38.2 Negative
75 (el 1.692 3.750 Positive 12 44 38.0 Positive 12
0.003 3.750 Negative - 38.2 Negative
30 (uL) 0.002 3.574 Negative 072 - 38.3 Negative 072
Table 3 Comparison of COBAS Amplicor® and COBAS®TaqMan4$ to detect for
M. tuberculosis complex gene with culture, smear test and identification
M. tuberculosis complex gene detection
Positive Negative !
No. (%) No. (%)
Culture positive COBAS Amplicor® 23 (67.6) 11 (32.4) NS
(solid and/or liquid) COBAS® TaqMan48 20 (58.8) 14 (41.2) o
M. tuberculosis — —
complex Smear positive COBAS@Amphcor 10 (90.9) 1 (9.1 NS.
(n=34) (n=11) COBAS"™ TagMan48 9 (81.8) 2 (18.2)
Smear negative COBAS Amplicor® 13 (56.5) 10 (43.5) NS
(n=23) COBAS® TagMan48 11 (47.8) 12 (52.2) o
NTM Culture positive COBAS Amplicor® 0 (0) 39 (100) NS
(N=39) (solid and/or liquid) COBAS® TagMan48 0 (0) 39 (100) o
A p value of less than 0.05 was considered statistically significant used by Fisher's exact probability test.
NTM: Non-tuberculosis mycobacteria
Table 4 Microbiological datas for discrepancy of culture and gene amplification test result
COBAS Amplicor® COBAS®TagMan48
. Culture
Case Specimen (cfu/100 uL) Smear Abs at 660 (nm) Result Ct value Result
MTB IC MTB IC
Lymph node Poz;t)l ve Negative  0.002 4.000 Negative - 40.4 Negative
T, BTN, B -V BIOHEaY bu— JLEE99.8%Y, WEEILIKIER3%, HFIEE99%Y, /NRICH

VOMHNE BT 572 (Table 6) o
E &=

MR, BRREOSHCTHIL LR,
B PR 2 OB ENL, B 2GR0 RIRR
BRI RICAHRTH B0 BUE, WS N2 KRR
B, BEEB X CHREIR E ORI, K536~
100%, 4F¥LJE99.2~100% & M XN TWwBD, HEHi:
DKL R I R IR AEM B OMEP I L Y Re ), &
Tl AR M BRI 2 IR & L7233, IR E76.4%, HE

KT BMIRTIE, KE44%, $FRIE3.7%0 LM S
Twb, F72, PCREGEIIEIHRMARLEG T31.4%, &
HBETERI T92.9%, PCRIRTE & BT, RiEMEL D
—H I, BRBRAELEEREL D ICHEM TR
94.4%, BRI LRFTRMRE L D ITEMAITIE16.7% &
—HEHRIED D B, RIEOME TIE, REMRAEOR L
I REBEEE L FE S N34 & bR, kL
TagqMan % O H € — T2 87% T, MA A EA T %
ol

PRI ORI, TICOIRMIC X D A B AE
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Table 5 The results of re-tested for disagree with COBAS Amplicor® and COBAS®TaqMan48 in initial trial
Result in initial trial COBAS Amplicor® COBAS®TagMan48
Sample
ID P Specimen Smear COBAS  COBAS® Test Absat660 (nm) Result Ct value Result
Amplicor® TagMan48 No  MTB (el U MTB IC su
1 1.401  3.563  Positive - 37.6 Target not detected
Gastric . .. . 2 2.738  3.739  Positive - 37.7 Target not detected
0106-112 ;e Negative  Positive  Invalid 3 0002 3379 Negative — 382 Target not detected
4 0.002 3.739  Negative 44.5 38.5 >1 Detected
1 2.861 4.000  Positive - 37.6 Target not detected
. . Targetnot 2 0.002 3.736  Negative - 38.1 Target not detected
0107-297 Sputum  Negative  Positive  oc0(eq 3 0.001 4.000 Negative - 38.1  Target not detected
4 0.001  3.338  Negative = 38.1 Target not detected
1 1.388  4.000  Positive 42.8 38.9 >1 Detected
o e Targetnot 2 2.082 3.736  Positive 41.8 37.7 >1 Detected
0109-98  Sputum  Positive  Positive  qoiccieq 3 0619 3736 Positive 438 382  >1Detected
4 1.405 3.736  Positive 41 37.8 >1 Detected
1 0.830 3.736  Positive 41.1 38.4 >1 Detected
. .. Targetnot 2 2210 3.736  Positive 42 37.6 >1 Detected
0112-264 Other  Negative = Positive  qoiccied 3 2365 4000  Positive 426 375  >1Detected
4 3434 4.000 Positive 414 38.7 >1 Detected
1 1.278 4.000  Positive - 38.2 Target not detected
. L Targetnot 2 2.548 3.739  Positive 432 376 >1 Detected
0607-276 Sputum  Negative  Positive o0 0eq 3 0.001 4.000 Negative - 38.0  Target not detected
4 0.002 4.000 Negative - 38.3 Target not detected
Abs value=0.35 was considered as positive.
>1 Detected was considered as positive.
Target not detected was considered as negative.
Table 6 The stability with reaction reagents divided stored
Reagent was divided into 3 tests
0d 7d 14d 16 days
Store at 4C el s s s
No. (%) No. (%) No. (%) No. (%)
Negative 0 ( 0) 0 (0 0 (0 0 ( 0
Positive 21 (100) 21 (100) 21 (100) 21 (100)
Sample | payalid 0 ( 0 0 (¢ 0) 0 (0 0 ( 0
Total 21 - 21 - 21 - 21 -
Negative control Target not detected - Target not detected — Target not detected — Target not detected —
Control | Negative control =~ Target not detected ~— — Target not detected  — Target not detected  — Target not detected — —
Positive control >1 Detected - >1 Detected - >1 Detected - >1 Detected -
Reagent was divided into 6 tests
0d 7d 14d 16 days
Store at 4C d s s s
No. (%) No. (%) No. (%) No. (%)
Negative 0 0 0 ( 0 0 (0 0 ( 0
Positive 21 (100) 21 (100) 21 (100) 21 (100)
Sample | 1y41id 0 ( 0 0 ( 0 0 ( 0) 0 ( 0
Total 21 - 21 - 21 - 21 -
Negative control Target not detected - Target not detected — Target not detected — Target not detected —
Control | Negative control ~ Target not detected =~ — Target not detected  — Target not detected — Target not detected  —
Positive control >1 Detected - >1 Detected - >1 Detected - >1 Detected -

5 5 BRI M S R T O H EAERWRETH ) 102, B
PR EIZERTH 51,
rium avium B X O Mycobacterium intracellulare D\ 3 1 b
fetkl 2, SHICICH MDA, BERBIRKIG
FHER 12 & B BB b B, BEKSEIC L 5 NALC-

FEREBRE, Mycobacte-

NaOH LB FEMAR D% 4T - 7215, FllEZ2179
AHESE E N T %19, TagMan#: D [MERIZ, ICHERM &
n, fERE:E ABOBRATTHETH 5,

BB IRAR AT 1 X DNATH YIS X 1B Ep &, gk
VZEE NS BRI BSOS B E B X B BBtk b iy

ek
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ENb, BEMEDOERIL, £ CIZRMORT 12 TH 575,
R A O OFERZE R DNA OB AR (GER R B R O
), FHMBEROCHERN T L LTAEZBE v At
1) SN D, Rajalahti S 21%, fERBOBEMEZ
8% TH Y, WIEME - IIBBEIRERCHEL R L 14
BloH 5, 10BNIEGRRIFISHBEE N B L
L72MREOHGIITFbR TV e HMELTWD, £
72, MEFERVANRBOS LS 7 O BRZTRE AR 4T o 7255
&, BRI E TN LB REEND 2 VIESI T, il
BNCTETD, Btk iEELH 5,

PERP & TagMan LD RERDIA—FH & % - 72 5 611,
WIEE B & CHHEOBIE, ICAMM sh, KR
IEHEZZE T LR TIE o/ 22T, HllEZ
179 BRIZ, MMX A3 & BRI R ORI YRy &
WX 2 3MOT 5 RIREAEIT Y, 4BORETHME LS
o722 60 (0109-08, 0112-264) &, HERB:DUWIGEE X
0.619~3.434, TagManiE® Ctfitix41.0~43.8 %R L 72,
Lo 3 Bl 5 BB HE SN OFHIE, 7R
BEOWSEEAE, TagMani#:0 Ctfli & H 12, KHiH %2R
L 720 MMXiA3E & BBRHINBARARDRANT O WT, iR
RO, [MMX GRS I ERIE Mok % o] L Rdak L,
KIS T 2. — T HNORIIZD W TORITEEBEA D 5 25,
MEEDKE R 6, WP & R RR & DRAAR D,
WEMEORROOE D E %Y 5 BT ZRIET %45 R
Lotz TNHA—HSBIOBE» S, Bk D%
WA E D, MR DNAFIIHAR R IZMZ, MMX
e & A AR & ORFIARAER 3 2 Bkt o
HEATO MDD 5o

FAE IR/ MR IR OMEEF I, W2 O AR P A K
THRL 722 D5, BRRMEHIIIAAE S 2 B FRIEIR
ISFHER T ORBZEZ I LT, HEedo Mt
JEIX, NEZOE AT T BE/mL AR L3R
N, MR K 70 &K ERIE IR BSOS R R T D B % =2
52 L n, DNAOHI L KEBSLETH 52, FEif%
WA R/MRE T H 261, Sh o offEic X
D, MERICEENLMBEROEELEZEL, BEW
RHWALETH Do FRICBHMAERRE ORI T
OREIVRL, T2, REMEOH, BOREICL D2,
MW EETZMBTE R VWITEEDLH 5, TagMan
B /MR EIE L 5 X102 cfu/mL ThH Y, HEETO
FHE AT — A0 cfu/mL D F — ¥ — DHh, RO
X0 &R [HZHERRENE] SHETA2WHEELDY 9
52 Enn, A ROMBRUIIERD: & AL, AR
L BRI DUEDND 5,

A% B il H R A2 A T 97 5 NALC-NaOH AL B3 ik 1+
GREMOBE, 100 Lz V23 e, fHRshTn
%9, NALC-NaOH JL 3 35 # 1A o il i 13 12 B 1 0 J5L IR 1S

KEA% HE847% #3535 20094F 3 A

%% BARIE TN HEDPDEOYE, NALC-NaOH
SLBEFARIR OB R, A%l N AASE & NALC-NaOH L3
PR & OREDZILL, BRI OEEL TETE
Vb0, BEKRELAATHRFTEZWI LAVR
g S 7z,

PUBIZEEC X BB Y w1, TR & sk
OPFTRICHT &, BIBBEIEZIIEH L Rwyw LR s
Nb, T/, BYGEEE, ABEREAER G R L2 s
BYEOMATH & U CHRERMIELZ &09, BRI
WA OMIAG RO EEMI, Bk SRE\IEE, 1T
MBI R DB THH S NS,

TagMan i I HIRAZIE DT (R MHRED 1 5
BILO3RE) CHEMICEELZITTO, HEEEIC
BRI EROB RS ROMECHF I NS 05, Pk
BIEOBITIE, BIRMARED L OB MR~
MBI Ens, BRI OR/IIRE, B
BLUOBEHRE L O—FRFEOMHFAPLETHL LE R
5o

TagMan DM RIIEIZ 1 F v 1967 A MrasiE
ENT, RAHMIZIZT A MTH S, BUE, UBETIE
BRI s PE R AR R R I VS A% E & TR L2 58 5 Mefk %
FBAZ TagMan £ % FEJE L TV b, L2 L, Mycobacte-
rium avium B & O Mycobacterium intracellular D ¥ A
TRETH Y, EREOIHHAILETH S,

TagMan EDOMIHIZ, SR E % BIEH O A%
FERL 76, REREORBZEKT 2 HWT, #¥E
ZorE - R L, A ENRHBEORE 1T o 72
RILDGEIR, 3BIEG /13y FB IO 6 Bk /13y
FEBIL, 160 F TORIELEN, BUf 2 HBINE
RBEINTze LT, 1R E 7213 2 Mk o B A&
NORE, 12K EE 2o 726102, RO &
BRABIRT 52 LA HETH b,

b

B

TaqMan {3 HERH: & RSO RE, BBE S,
TZMRAN I ey 2.5 e ] CHRE MG ST Re & 2 0, BRI
EOHRBAH, BodiZ RGO IS X O % G #
NOBITVWHREE 7 Do 72721, BKRHIZE N5
WV REOW 6, W DNA OHIEA B2 MMX
A L BB MR & ORI & 2 BB 84T
LUHEMED H Y, MR IIL ARG 2 LEN D
5o
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THE FUNDAMENTAL EVALUATION OF COBAS®TagMan48
USING CLINICAL SPECIMENS

"Yoshimi HIGURASHI, *Takaaki SATOH, 2Tetsuzou HIRAI,
'Kyoji MORIYA, and 'Kazuhiko KOIKE

Abstract [Purpose] When smear test is positive for acid-fast
tuberculosis complex and nontuberculosis mycobacteria
(NTM) in healthcare associated infection (HAI) control. The
aim of this study is to evaluate between COBAS® TagMan48
(TagMan) and COBAS® Amplicor (COBAS).

[Material and method] Tenfold dilution series of 5X10*
cfu/mL of Mycobacterium bovis (ATCC19210) were used for
evaluating the limit of detection (LOD) and reproducibility.

73 frozen clinical specimens (34 M. tuberculosis complex
and 39 NTM) stored at below —20°C before its use that were
treated with NALC-NaOH were used to determine the agree-
ment between two methods.

Divided reaction reagents (include Master mix solution,
Internal control and Mg2*) of TagMan for 3 and 6 tests per
batch used to evaluate reagents stability.

[Result] The LOD of both kits were 5X10? cfu/mL. Regard-
ing reproducibility, the same result was obtained when tested
3 times.

The agreement rate between TagMan and culture method
was 58.8%, and between COBAS and culture method was
67.6%. When limited to smear positive eleven specimens, the

agreement between TagMan and culture method was 81.8%,
and between COBAS and culture method was 90.9%. Re-
agents divided for 3 tests and 6 tests and stored at 4%C in dark,
both test reagents stability was confirmed maximum for 16
days.

[Conclusion] As the results of the evaluation of TaqMan,
the LOD, reproducibility and the agreement were similar to
COBAS results. However, in low colony forming unit of clini-
cal specimen raise the possibility that results may contain
false negative.

Key words: COBAS® TagMan48, Mycobacterium tubercu-
losis complex
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