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73 Z2®TaqMand8 O ZEERYEFAil & BRI X 2 Bead

HE Foe  MEE =R

Uit AZ

DRI B= URE ONW

EE(HW) SBIQEE R FEEREETH Y, I, BERREREOSE, SBR G % 8
BUEN T B UEND Do FGEIXT/NA®TagMand8 & AN T ¥ 7Y T 70k O LIHGE %17 - 720
(58 - W) M.bovis (ATCC19210) DR (5 X 10%cfu/mL) % M\, 10158 FRH 2 Ve %, R4
EISHE, /IRHIREE &SRO 72 SEREE & O FEROFMIE, NALC-NaOH A 7 SOk PR AF M ik
73fF G 341k, NTMIE391:) 24 L LTIt o7z (EHR) I /3 A®TagMand8 id, T/¥ X
Ty are LHFEORBKETH Y, R/MRILEKEEIL S X10%cfu/mL, FHBMED RIFCThHo 7z, K
k& O—F L TN A®TaqMand8 13 58.8%, INAT V7 T TOIE67.6% THiHIZHEAE RN o
720 RIEFEOMETIE, REHEE, I6HETRETH o7, Gilia) T /73 A®TagMand8 O I
L0, RO E RS S, R A R O KRGS RE & 72 5 72,

F——X : COBAS®TagMan 48, FEF%HHE

Fr X

RIS IIC SIE 3 2 JRYWE T, AWM E
ERME OV EDTH B, AR (WHO) 14,
2006 F DOFFEEHE R E LT, FHHEREE 20 ADH b,
410 H ADSEHRBAT G, HIVEETES X705 A, %I
LBCHEIFZIT0TTAY EHEL T 5,

2006 fE IR ET & N7z HAREINIC B 2 #5840 IRPL X
(http://www.jata.or.jp/rit/rj/data._tp.html/2008.8.22), 26,384
NOHHESBEZED I B, 61.5% 7601, 23.8% 7%
80k LA EC, 1950 ELIRTICE T MEAEY T CIlTiHiiic
&L U 746G, BEIRAR, TR 5 R S B A ek 5
DONNAENZHBREE LT, BEERIELTWLE
FMEN B 20~30mA1E, ABH 2 285 AR 23585
VA7 &2ED, 20RO REREDL 1L, RED
FLWERTDH Y, BWEIINEAEEESE &S
END, TOBMIEEILETH D,

MW OBGE, HERHEZIRN L T2 BF 0K X
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LRI A S 727, BIEREORHRNAE L &
OS2 FEA S D RGO 7280, WM b M
WL, WBEEErG 20N L) AEIfT) 2w
HENZIBF, fERMPLEBASINTCVELINAT V7)) 2
7O (DT ki) LMiglL, [OMMmHEREICRE
REALD e QIKEE, FEREEIIRIELRZD 20, B
ZHHI T EICIER STV AR o 3 HEIIZE Y
FRE, BB, 25 TRERREEZES S
U EETDH B T2 /8 A°TagMand8 (UL F : TagMan ) %
BA L7z FAZEIE TagMan i DE AT, FRBERH
HafiTo -0 THEE#MET 2,

MHEREFE

ek B L O TagMan B TOME L, AT THF I
TROME %175 720

(1) B/RINEEB X R 249 7 VR TOMR
H

S/ VBB VX Mycobacterium bovis (ATCC19210) @
W 5 X 10%cfu/mL 2 VBB L, 4CTHRE L7zRAH A
HiAKT, 5X103cfu/mL % 5 5 cfu/mL O B % 1ERE L
7o VERC L 7= ABUAIE, ERRBR & MBI, 3 1]
DG E %2 AT > 720

F A GO T, AER R RIS 9 5 NALC-
NaOH MLFLE AL 100 L EFRE N2 25, Bie o>
Tk (150 uL, 125 pL, 75 pL, 50 xL) T O H &R
DIRE & WS X 10 cfu/mL OFMFEE S > T v e L,
2 [ FAGH E AT - 720

In case of 3 tests per batch

KiA% HE847% #3535 20094F 3 A

(2) FRIRMRZ Fl 7B 28y, ekt o—3k
2001 42> 5 2006 FEA R A D D, —20CLLF Tkl
REOAES N7z, Mo, B, RETRESICHk3 5 N-
acetyl-L-cysteine (NALC) -NaOH LI BUE PRATHRAR 73 1
(5 A% W B © 3414, Non-tuberculosis mycobacteria (NTM)
D39E) Wz BEERAE L, fEREE L TagMan k12
X BEE 1 EATV, WERORREZ KL 2, &b,
FEFEMATIE, NALC-NaOH WLHE % MR % R (T
PD R H AR BCG) 12100 pL % MG, Riagx BAMA L,
L/ EOBETHBICT, RORE MR L 7. WRs:
HW ONZ7 5 75— 1e3D) %, FHD NALC-NaOH JL#
FHARS00 pL & Heflith, Biefaml, By 7+
DEMIZEY, WOREZMRA L2 &b, FHERER
WIN D 35C T, BEROIEMEE, F— - % —
WY Gt THERR L 720 B OM R, wihd 1
EE I E THRREOIRE 2 Ml L7726 = JuR w5
R L7z
(3) ki & TaqMan O HE R OMGE
HEAERDPA K TH o 72 RIE, PRI 217
VY, Master Mix 33 (MMX 3 3) BB HRIA L
BAZ TAT o 728 (Exy MITT3 HoEH), %4
DFET 4O FAEWEZ AT o720 b, FHEMEANH
#4719 F TOMM, NALC-NaOH RUHL 55 Bk SRR 1
—20CLLU I CHAPRAE 2 AT o 720
(4) RIEZHEL7-GEG0%ES. (Fig)
OOk e 3
IS YV 2B O MMXR#EZE, 1 Ny FH720

In case of 6 tests per batch

100 L of MMX divide into eight differents. ‘

200 pL of MMX divide into four differents.

“@@@@@@@@@

5888

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 puL 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 uL of extracted DNA.

Measurement

MMX: master mix solution IC: internal control reagent

Fig. Procedure of reaction reagents divide
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3R OGE (Bfk17 A b, B - HBkay bo—
VELAR) CBERGRE Lz, $72, MMXR3EZ 1
Ny F BN 6 Bk 5E Ffka T AN, BB X
Chttary bu— V&1 RKFTo2G5bet6 7 A
G5) By Lz,

3 MRS 1E MMXGAEE 100 wL %, 6 BiR51E MMX R
200 uL %, THZENENF 2 — 71208 L, 73
TN L2, WEH T TH (4C) BAFEL 72,
@il5E H DRI

3BT O MMX 3% iE L 72T 2 — 713N a v
FaE = (IC) RFEI125 4L, ¥ 7% ¥ 7 ARIE (M)
SO L& IR L 720 6 WAk 5r O MMX X3 % 403k L 72
Fa—71E, IC25ul, Mg 100 xLZ Mz, WEZET-
72
@RI DLEMEB X OF Ry P

MMX 313 0E%, 7H, 4HBL16HH F Tl
JEIREE (4°C) THRAFE L 720 MBIV ZZBRRIE, v
M E OB~ b1 — )V DNA %, 5 copy/l BUGH
LA MU 722080k, B v b o—viefk 2 kB
XUBEa ¥ b a— VBRI O W T T o 72,

o R

(1) AMHBREB LR LY Y 7 VEHETOR
a8

5 X 10 cfu/mL (& HE K s & TagMan O T E THH S
7225, MRHHRAECAR I H o7, LA L, 5X10?
cfu/mL TIEHE 3k & TagMan i & 12 3 [0l o KAE M &
M3 EThHEE Y, FEFERESRIFChHo72 Lo
T, wMRHEEZ, 5X10%2cfu/mL & L7z (Table 1)
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F 72, FRERHAMBICA—F %2R L7 5X10 cfu/mL O
WA A v, AR IR A 3 2 Mok & 150 L A
550 pL F TEAL S ¥ 72, TEREIL 150 uL D25 75 pL D
MR CE B E 20, 50 uL TIEEMETH - 72,
F 72, TagMan = IEBARE 25150 L & 75 uL THEA
PEE 2D, 100 uL & 50 uL TR TH > 72 (Table 2).
(2) Bk o—3E
Rk & o—3RE, Wk T67.6%, TagManihi T
58.8% Td o 7oo WIHMAGUERE 11 BlO—FERIZ, ek
#:C90.9%, TagManit: T81.8% CTdH » 7z, BRI IE
P23 6 O —BORIE, 1€k T56.5%, TagMan ik T
47.8% TdH > 7zo NTMEFZER G TIE, fEREB IO
TaqMan %1 & H IZBEMETH - 72 (Table 3),

g AL £ 7213 TaqMan B DK B AR —F &
BolZERO S B, BEHETHETH - 72 1 B, HHEMR
FEREE, SERED X U TagManiE T [HEME B BEREIE] &
g L7, BERAEOMR, 5F 30 =—%1d 5 cfu/100
uLTH o7z (Tabled),

(3) fit3k#: & TagMan D& H O MFE
PER: & TagqMan HEDRERIIA—EAA L2 5610 5
B 4B, PERTD M, TagManiE B TH - 720
1 BNEHER TR & HE S /A%, TagMan i1 IC 28
M S NTHMEONRE 2572 HEORE, T
TOWETICITMM S, 2 6L H T 4 O W ED
Pk & 720, b3 FHITE DR RICA—HA A SN
(Table 5) o
(4) RIEZGE L7256 0" EW DM
3RS /18y FA o HI L7233 B X UV 6 kg3 /1
Ny FUTHEI LRI L bIT, RESEEL, 16HEE

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 I1C /No. of test) MTB I1C /No. of test)

3.754 3.453 Positive 335 37.4 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 (uL) 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 i
No. (%) No. (%) pvalue
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, TN, BEay b vBI0EEa Y bo— PEE99.8%", WEHEITIKFER3%, FFHEE99%”, /NRICH

VOMHNI B T3H 572 (Table 6) o
e &=

MR, BRREOSHCTHIL L HwHR,
KRR RED T 2 OB e FRNE, B 2 iR HEE OIS
YK RIZAHRTH B0 BUE, TS N2 KR ERIS IR
o, KB X OHIREIR & oMEClE, KES3.6~
100%, HF¥LE99.2~100% & Wi XN TWw B, it Rk
DKL RFF R MM B OREP I L Y ey, &
T AT e AR A R & L7238, R 76.4%, FF

KT BRIRTIE, KE44%, FFRIEB.7%0 LHME SN
Twb, F72, PCREGEIZEIHRMARLEG T31.4%, &
HBETER T92.9%, PCRIRTE & BT, RiEMEL o
—H I, BRBRAELEEREL D ICHEM TR
94.4%, BRI L REMRE L S ITEMAITIE16.7% &
—HEFRIEDD BV, BIEOME TIE, REMRAEOR L
TR BEBEERE S N340 20 RIS, fEdREE
TaqMan % O H € — 3 X 87% T, WMHIZHHEAI1T %
ol

PERBOFFIE, ICORMIC X Y MM B IS
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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 IC 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 5jce  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
. o, 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  qorccied 3 0619 3736 Positive 438 382 >1 Detected
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  >1 Detected
4 3434  4.000 Positive 41.4 38.7 >1 Detected
1 1.278  4.000  Positive - 38.2 Target not detected
. . Targetnot 2 2.548 3.739  Positive 432 37.6  >1 Detected
0607276 Sputum  Negative  Positive 1109 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 | pyalid 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 nd 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 | [nyalid 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 -

¥ IR E R OH AR RETH D 102,

BEIERARDOHZEICHHTH B,

FEREBRE, Mycobacte-

rium avium B £ U Mycobacterium intracellulare D\ 3 11

Bk h, SH5IZICHPBREDOEAIL,

% I B i B

B 12 & 2 B RatE b BEvy, BRKSEIC X 5 NALC-

NaOH L F AR DA 17 o 721, FHHlEZITH) 2 &
DHESE SN TV 519, TagMan D FEEIS, ICHERIT &

, R L FROERATTRETH %,
MRS IR A 1 X DNAVG I X 2 B0 Ep &, Bk

(28 N2 MR DOS B E W X B BEaTED b Hidy
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ENb, BEMDOERIL, £ CIZRMORT 12 TH 573,
R A & OFERZE R DNA OB AR (GER R B R O
), BMBEROCHERN T L LTAEZBE VA
) Y IAHSN D, Rajalahti 5 21%, fERBOMBEMEZ
8% TH Y, WIEM:E - IIBBEIRERCHEZ R L 14
Bl H B, 10BN MR K E R DAL 2 By &
LR EOHEGEIFTbR TV e HMELTWD, £
7o, FERRYEWE UG BLE H T OB £ IR R & 17 - 735
&, BRPICE TN LB REEND e VIESI T, il
BCTETD, BEEE R WHEEDD S,

PERP L TagMan EDORERDIA—F & %0 - 72 5 611,
WEHE B L CHHEOBIE, ICAMM s h, Kk
MEEHE 2 Z BT 2R TE R o7z 22T, HilllEx
179 BRI, MMXEEE & B AR o BMIZE Xy b
X231 REAEIT, 40OHETRHEE
o722 60 (0109-08, 0112-264) &, HERB:DWIGEEIZ
0.619~3.434, TagMan{E® Ctftix41.0~43.8 /R L7z,
o> 3 BlD 95 H Btk & HE S N7 FRHE OfE R, ek
BEOWSGEEAE, TaqManih:o Ctfii & 12, ILEREZ R
L7z MMX A3 & R RAR ORI O W T, RfT
XEOL, [MMX R IR ERI R % 7] L RL#L,
KIS T 2. — T HNORINZD W TORITEEBEA D 5 25,
MGEDFE R 6, e & R R & DRAARD,
WEMEORROOED E %Y 9 BT ZRIET %455
Lhrodze TNOA—HSHOME S, HRh O
WA, R DNAFIIHAR R I2MZ, MMX
AR & AR & ORFIARAER 3 2 (Rt o
HEATO MDD 5

FAE IR/ MR IR OREE I, W2 WO AR PR A K
THRL 722 D5, BRRMEHIIIAAE S 2 B TRIEIR
ISP ER T OREEZ I LT, HEdo Mt
JElX, NEZTU UAAE T B E/mL AR RE & s 8
N, MR MK 70 &K ERIE IR BSOS R R T D B % =2
52 L5, DNAOHIH L KRB LETH 52, FE%
WA R/MRBEEE T H 261, S ofEIc X
D, MERICEENLMBREHOEELEZEL, BEW
RHWALETH Do FRICBHMAERRE ORI T
OREIVRL, T2, BREMEOY, BORBEICL D2,
MW EETZMBTE R VWITEEDH 5, TagMan
FEOR/ANHEIE L 5 X102 cfumL TH V), FEETO
FHEIATZ —AN10 cfu/mL D F — ¥ — DHh, RO
X0 &R [HZHERRENE] SHETAWHEELDD 9
52 Ehn, MAMROMBUIIERD: & AL, ERAAER
L ERBTDUEDND 5

KWl H R (24T 5 NALC-NaOH AL L5 ik 1+
SRR ORK, 100 gL Z2 V5 Z LA, BREhTw
%9, NALC-NaOH WL 3 35 #1409l i 13 12 B P o0 5L IR 12

KiA% HE847% #3535 20094F 3 A

%% BARIE TN HEDDEDYE, NALC-NaOH
JLEFERAR OB, B EA3E & NALC-NaOH L3
B L OREAZALL, BEML~ORELBETE
Vb0, BEKRELAATHRFTERZWI LAVR
S 7z,

PUBIZEEC X 2R E 0w 1, SR & Biasik
DOPFTRICHET &, BEBEIEEIIEH L Rwyw LR s
Nb, T/, BYGEEE, ABEREAERHEH R L2 s
BYE OBMATH & LTI Z &0, BRI
R OREREROBEEMEL, ZWd 5 REEBIZE, 1T
WEICRE BB TR S NS,

TagMan i I PIRAZIE DT (R MHRED 1 £
BIO3IR) CHEMICEELZTTO, HEEETIC
BRI RO S WIRARE R OWMESHRGF SN D, il
BIEOBFTI, BIRMARED L OB MR~
WT LT s, HEFETORIBITERE, BIEHRA
BLUOBERA L O—FREOMHFAPLETH L LE 2
5

TaqMan ZEDM I RIEF L 1 F v 96T A M
ENT, RARMIZ1R2T A NTH D, BUE, UPETIR
YA G AR R B R (R LS RS A% E % VR IR\ 25 O Witk %
FFHAZ TagMan % S0t L T\ 5%, LA L, Mycobacte-
rium avium B £ O Mycobacterium intracellular DHRH DA
TRETH Y, EREOIHHAILETH L,

TagMan EOMIHIZ, SR & % BIEH O A Mm%
Fhti L72f, MAEREORF BT 2 HMT, R
ol - RAEL, WL EMERHBMEOME 2175 72,
REEDFER, 3BT /13y FB X6 kGG /1/3y
FEBIZ, 160 F TORIELEN, BUf 742 HIME
BE3NTze LoT, | MKE 7213 2 Mk B 2K
ANOFFIS, R EE %2 o 728612, IR E o M
BRZWEINT 5 2 DS EETH %o

£ B

TagqMan ¥E 13 HE R & A&, HEMERDH 0,
TZERAIL Ky 2.5 e ] CHRE MG S RE & % D, BEIEIH
FOHERNFIH, RHE % BGIRO TR B X O Y 2 1555
NOBITD L e B0 72721, BRI & TN 54
WSV RE O 6, KR DNA O A B2 MMX
AR &AL AR & OIRFIA NS & 2 katk g4 5
HUHEMED H Y, MR RIIZAMIIHERT 2 LES D
%o

X 7
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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 4C in dark,
both test reagents stability was confirmed maximum for 16
days.

[Conclusion] As the results of the evaluation of TagMan,
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.
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losis complex
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