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B (7o) 24 L, 2800 rpm T 1 %R 020
L7z M4 2 J v 72 AR o3 NI & Mk %i, BDG
W T 2020 4E 12 A5 2021 4 7 A F TIZFEH & 172 1076
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A1 MK, W H OWERIEAS 177 RIKTH o 720 B, [
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& MT-6500 Ol & fif & L L 720
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BTV F by o-v I VFAMNTa—] (L7404
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P, BDG MIZ ORI TIE, il E < BDG Hll A
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M &2 AT 5 720 WE R OB D W T, Pearson OFEFH
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MT-7500 & MT-6500 Ol sE i & 0 1% 5 7=l Efitps &

312 6.0-600 pg/mL T - 72Heikid 236 Mtk TH - 72, F 7z,
MT-7500 12 & % il & T 6.0-600 pg/mL, MT-6500 {Z & % ill]
£ T 6.0 pg/mL Kiili TdH - 2 HAKIE 6 ik, MT-7500 12 &
% il %€ T 6.0 pg/mL A jili, MT-6500 12 X % il & T 6.0-600
pg/mL TH o 72 BfKIE 5 Mk TH - 720 e, MllELET
AT 6.0 pg/mL Al T - 72k 1d 825 #ifk, 600 pg/
mL ML ETH o 72k 4 Ik TH - 72

3 52 25 T E A 2% 6.0-600 pg/mL Td - 72 236 Kk iz
W TR 50T B & OF Pearson O AH AR B % HH W T ERAM
L7z (Fig. 1A) o 1% & M7= BB %L v (MT-7500) =0.91x (MT-
6500) +0.64 TV, Pearson DHIEREIE 0996 TH - 72 (p
<0001)s L72255T, MT-7500 & 0 1% 5 7=l 5E fil 1 MT-
6500 £V b, LRMMEL &L MEAND -7 (Fig 1A).

Table 1124 v F & 712800 72 @ PEH & M5B % R T
MT-6500 12 & D ozt ek L as g LG o
Rtk — 303 1% 93.9%, Bath—3R13 99.8%, 4xfhfE —3 %
12989% TH v, kappa 0.96 (95% confidence interval [CI],
0.93-098) TH 7.

HEA—FMARIT 12 K TH D, 209 B 10 Kefkhs MT-
7500 TRk, MT-6500 THitk TdH - 72 (Fig. 2). HZEM D
DK E Wik MT-7500 T 105 pg/mL, MT-6500 T 14.9
pg/mL TH V), 44 pg/mL DED D > 72 HEA—HE o
72 12 MR DR 1§ % Table 2 127K 3o HEA—FMIEKD 9
5, EORTC/MSG Og Wi X ) R EMFIEETH - 72
BHEOBRZ IHIKTH Y, BEOPEEIEL GBI D - 72
Motk 7 ik, BRIEEASD - 72 kIZ 7 ik Th - 720 £ 72,
12 ko) B 1AL, 7 HIRICH—EE 2 S BRI ERI S
Tz, ZOHEA—FMARIE MT-7500 k%, MT-6500
Btk Td - 7278, 7 HE DMK TIE MT-7500, MT-6500 &
LI TH - 72

EERE

MT-7500 & MT-6500 2 & 1 15 5 7z flE A5 & % 12 6.0-
50 pg/mL T& - &AL 189 Mk TH b, 50.1-600 pg/
mL T o 72RIZ 45 itk TdH - 720 F72, MT-7500 I &
Bll5E T 6.0-50 pg/mL, MT-6500 (& % ill5E T 50.1-600 pg/
mL T o 7281 % <, MT-7500 (2 & % il & T 50.1-600
pg/mL, MT-6500 (2 & % #% T 6.0-50 pg/mL TdH - 7= kfk
12 B TH o 720

A AN D W TRIZ IE 5501 B & OF Pearson O H B #7
¥ W TEHIi L 72 (Fig. 1B). 135 n 7B EIE y (MT-
7500)=0.93x (MT-6500) +0.00 T2 ¥, Pearson @ i [ 4% 5
130979 TH -7z (p<0001). EMEDOHA LR, » v b
F 72 50 pg/mL F TORMRAKRD A TOILELIZ B W
T3, MT-7500 & 055 7= H{EfHix MT-6500 & 0 b, %
AR & 7 B DD - 72 (Fig. 1B)s
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0.8-2,000 pg/mL T - 72HifkiE 8 ik TH > 720 72, MT-
7500 12 & B #ll % T 0.8-2,000 pg/mL, MT-6500 IZ & % {lll & T
0.8 pg/mL HKiii Td - 72k iZ 7 <, MT-7500 (2 & % Il %
T 0.8 pg/mL i, MT-6500 \Z & % il & T 0.8-2,000 pg/mL
Tho BRI 1 RIETH o720 A, WHEETHIEMA
08 pg/mL Kili TH o 72K 169 Mk TH b, 2,000 pg/
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Fig. 1. Correlation of plasma (1 — 3)-B-D-glucan values between MT-7500 and MT-6500. Samples with values in the range of 6.0-600 pg/
mL were shown in A and a subset of samples with lower values in the range of 6.0-50 pg/mL were shown in B.

Table 1. Qualitative concordance of plasma
(1 = 3)-B-D-glucan test results ob-
tained by MT-7500 and MT-6500

MT-7500
MT-6500 — - Total
Positive  Negative
Positive 153 10 163
Negative 2 911 913
Total 155 921 10762

2 Overall agreement rate at a cutoff of 11 pg/
mL was 98.9% with a kappa value of 0.96 (95%
confidence interval, 0.93-0.98)

mL 2L ETH o 72Bikid % b 72

T 22 1: T4 & 72 2 A8 0.8-2,000 pg/mL TdH - 724
HRIZOWT, MM Z B RE 5 8T B8 & O Pearson O #H B4
FR% % TR L 72 (Fig. 3)o 155 M 7-AHBIBE £iE y (MT-
7500) =0.79x (MT-6500) +2.68 T V), Pearson ® # B £% $&
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Table 2. Characteristics of patients who had discordant qualitative (1 — 3)-B-D-glucan test results between MT-7500 and MT-6500

r?jgllgleer Izﬁg/gg()) Izgg/?gg()) Invasive fungal diseases  Clinical background, potential cause of false-positives, or serial values
1 9.0 12.2 No Antifungal drug administration, blood transfusion
2 9.7 116 No Chronic pulmonary aspergillosis, antifungal drug administration
3 10.0 11.1 Yes -
4 10.3 114 No Antifungal drug administration, blood transfusion
5 104 115 No Blood transfusion
6 104 11.6 No Antifungal drug administration, blood transfusion
7 10.5 12.2 No Blood transfusion
8 105 149 Yes -
9 106 11.2 Yes -
10 10.7 133 No Antifungal drug administration
11 115 104 No Antifungal drug administration, blood transfusion
12 144 10.7 No Antifungal drug administration, blood transfusion
S .
- Y =0.79x + 2.68
r=0.970
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Fig. 3. Correlation of endotoxin values between MT-7500 and MT-6500.

Table 3. Qualitative concordance of endo-
toxin test obtained by MT-7500

and MT-6500
MT-7500
MT-6500 — - Total
Positive  Negative
Positive 6 0 6
Negative 0 172 913
Total 6 172 178

2 Overall agreement rate at a cutoff of 5 pg/
mL was 100%.

1£0970 &£ BIFCTH o7 (p=0155), 72721, HS5N7HE
FYFER L D, MT-7500 T 5 7=l EfE 1 MT-6500 & 0 3
Al & 72 BAH DD - 720

Table 3124 v A 72TV ERHERL L2 RS,
MT-6500 \Z & D oz ki e e LB E0
MR- 100.0% (178/178) TH D, HIEA—FARIL
Lotz

% =

AWfFETIE, BDGEZ Y FhF I v ZNEFNOMEICB
W, i OWERIE & BRRAZ g cdH 5 MT-
7500 & AiAERE D MT-6500 O ik 2 47\, oM & 2
PR E R H D —BR B ME L72o BDGHIEICBWTIE, M
MUIIER ICRIFCTH - 7288, atfk, EmAE H12, MT-
7500 X D155 B IE MT-6500 & 0 b R Afli& % %
Edd ), MEOKKEZITIBICEETREmEEZON
72o By M ZEIEED W e R T - B3
RE LRI (Tablel) THho7zZ b, EEPEEERE
DIFERZBICBN T RSEOMEIEON S Z L2 ifFTca
%o B AL 12 Wk (11%) H b, EORTC/MSG
DLW CTREPREMEILNIE CH > 72 3 Meiks L 08
Jili 7 A~V ASERE O 1 BAKIZEOBERIETH 2 nlHgtk
M. EBIT, PIEWHEORGEND - 72 BH O 6 kI
DWT b IRRHEI2 5% 2 THOBERIED WA D 5 (Ta-
ble 2)o —7C, BDGIZ, PRI - LEREEOLKG R 50E
a7 vEH R G A O BT A X Y A LI
R BRI SN TVEYY, LzdsT, A
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Table 4. Specifications of MT-7500 and MT-6500

Specifications

MT-7500

MT-6500

Available assay
Measurement method

Measurement time

Turbidimetric assay

Synthetic luminescent substrate assay

Maximum number of simultaneous measurements
Center wavelength of LED light source
Turbidimetric assay

Synthetic luminescent substrate assay

Temperature control

Warm-up time (ambient temperature of 25C )
External dimensions and weight

Main device

Expansion module

(1 = 3)-B-D-glucan, endotoxin

Turbidimetric assay, synthetic
luminescent substrate assay for
(1 = 3)-B-D-glucan

Up to 200 minutes
20 minutes
10 (30 with expansion modules)

660+ 10 nm
Main wavelength, 390-400 nm;

secondary wavelength, 495-510 nm

37+05C
15 minutes

Length 400 mm X width 250 mm X

height 180 mm, 8.1 kg

Length 270 mm X width 100 mm X

height 125 mm, 2.2 kg

(1 — 3)-B-D-glucan, endotoxin
Turbidimetric assay

Up to 200 minutes
16 (64 with expansion modules)
660 nm
37+05C
Within 20 minutes

Length 420 mm X width 350 mm
X height 356 mm, 14.0 kg
Length 420 mm X width 190 mm
X height 130 mm, 6.5 kg

FAT D IMBRIMBOEEIETH - 72 WREMED E R 5N D2,

AWFFETIE NS OFEBIIHRL S 7285 o BDG a5 0l

EEEUHESTETVRWEDHEIIRETH L, X512,

BDG I EHYFMBFOREHAR Y VR — ¥ O/, i
MBI L) LAT2WHEEDH 297, 4H, ethie
WCHHLZZB-Z VA Yy TANTa—oHfdEh v b+ 71k
11 pg/mL T& % A%, ROC f#MNTIC & 0 e bz ir vl v b
F7MHEOWETZAT) S EICL Y REN EFHT 5 L0 WiED
HBH7-DY, MEREY L) BRIFICT 570088720 v b4
THIZOWTHET 21T, SETRITHILENR L H L EHE XS
Nb, TV MRV VHIEICBWTIE, EHE»esaic—
% (Table 3) LTWAZ EH 5, EHMAE L Tld MT-7500
DOYEREIE MT-6500 &M% TH 5 Z LRI N L, LaL,
HBIFEM L W 22 R RIR D S Witk & D, F72, =0 F
PRI VETYFIRYECIIRAN Y T LR EIZX D
IR Z Z T B REDSD 590, ZO0, SHIEE
S5 OF Y TIVTING OFBEE T 2 CHBGEN %17
YT EDVELEEZ HND,

MT-7500 o 3 A P B 2 MT-6500 & L L 72 (Table 4),
b K& R MREOE VX, MT-6500 (2 b~ MT-7500 T i
BDG gk & L CRAGHREEEENE N TnwE Z & T
5o MT-6500 IZ351F 5 Hel ke 4347312 X % BDG #ll % T
FHEREIAT90 23T 5 DI L, MT-7500 O A 1 76t 5
HETIR205TH b, T2, MT-7500 (&[] U He i EE i 2507
FIZBWTH, BFROUHFICLD IS FIv I Ly IR
MT-6500 & ) dILKLTHBY, WFEEREEEIT 2 5 W HE
PAH %o —F, FBEEETRET 2 M EIE MT-7500 £ ) b
MT-6500 D J5 A% > (e k 30 5 A b3 64 7 A b) o MT-7500

2BV TS A HET D W2 a3 ER 2 720,

COEEVTHMAAIENRAETNS, BDGHIEICBWT
X, ENENOIEREE T 30 MARZ FEFICHE LG E0
TAT ZWIFN L 105 5 D ko720 TV FhF TV
WETH, TATIZ—HAEH0H 2154521375, 30K
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Clinical evaluation of LIMSAVE MT-7500 for measurement of plasma (1—3)-B-D-glucan
and endotoxin
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(1—3)-B-D-glucan (BDG) and endotoxin are used for rapid adjunctive diagnosis of invasive fungal diseases and for severe
gram-negative bacilli infections, respectively. FUJIFILM Wako Pure Chemical Corporation has developed a new measure-
ment device for BDG and endotoxin, LIMSAVE MT-7500. In this study, we compared measurement values of clinical sam-
ples measured by MT-7500 and TOXINOMETER MT-6500 using the same Limulus Amebocyte Lysate assay reagents. Be-
tween December 2020 to July 2021, plasma samples drawn for BDG or endotoxin measurement at Kyoto University Hospital
were included. Correlation of measured values and concordance of qualitative results were calculated using 1076 plasma sam-
ples for BDG and 178 plasma samples for endotoxin. The correlation coefficient of the BDG values between two devices was
0.996, and the positive agreement rate, negative agreement rate, and overall agreement rate were respectively 93.9%, 99.8%,
and 98.9% at a cutoff value of 11 pg/mL. The correlation coefficient of endotoxin values between the two devices was 0.970,
and the positive agreement rate, negative agreement rate, and overall agreement rate were all 100% at a cutoff value of 5.0
pg/mL. MT-7500 presented a similar diagnostic performance to MT-6500 in measurement of BDG and endotoxin.
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