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Y VEEENAEEREE (LUT, APS) (&, YU VEEERE (UUT, aPL) MIAICHEBE SN, BERIRIIASE®
HIREHHEZRKERE T2 EBHOBNTH 2. BERFMR & U CEFBIRMRENTIREHEDOWT M1 D
WUENEEL, POBREMRELTIL—FRAZYFIAFZISV M (UTF, LA), HALIAY E itk (aCl),
MB,-7)IAFATA Y I Hitk (aB,GPl) DWTFhh 1 D2UEN 12 BREDEREZTT 2B EEETHNIE
APS E2ZHTENn 3. 2020 ElcRRI niERMEIEMPSIERESS (ISTH-SSC) D LA/aPLBREHA RS
A1VTE, IAZ2EBEEORBOELRZREZHARDLETERI DI ENHEEINTED, F—ERICER
Z v )LipERE (T, dRVVT), SIBRISEEAEHS SOYRT S XA FVRRE (BT, APTT) &ikoTW
3. AMETIE, FCHARSNE LARE DRI (Y ZAXy 7 2REH  UTF, LARE, YAXvyIR)
Z W TERMREET & BEAS A & OMEBEM S HIE—HEREER UL

MR, LA BHEDOEEME 34 &k, EERAE LT CRYOcheck™ Normal Donor Set ( Precision BioLogic
Inc. : ND) 25 A& MARERBRAIY bO—JLIMEN (YA X v IR CPN), LABEBMEEBBED LA D
YhA=J Low (YZAX Y IR LA Lo), LAOdY bO—JL High (Y ZX vy X : LA Hi) & &1 CRYOcheck
Pooled Normal Plasma ( Precision BioLogic Inc. : NP ) Z L\ fz,

FEREREEZEFRE (T, CV)0.8%UT, BEBRMEE CVNL6BUT, THHEOFETIE, Al
E/AEVIE100 mg/dL £T, #EAREYILEVIEF30mg/dLET, 1Y hFUEY R (KIFREKASH)
(& 200 mg/dL £T, ZhENAE@EICEEN BN -, —FA, BHMEEVUILEVE, RERE CRERENRG
TEEROHH, LARIE30 mg/dL FTEEI RO ofe. AVR—RLEME, 38M (7288) FTRELT
Wz, Ratio IC& 1 ZEEA&RR E OMEBEKE, y=1.002x - 0105, r=0.997 £ B#FT, HE—HEIZ100.0%
THofle.

SHEIC A W2 BEIMREREBIEERE CN-6000 (Y AX Y7 R) IEEWT, #Hfcic dRVWT REIC &k 2HIE
HAREE IR o722 & T, APTT HEICL D LA DR & dRVVT HEIC K % LA DERIN—A TEMBREEE R D,
SHROBRREDREICES T 3 ENHEFINS.
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iV v N E PR GE ¢ B (Antiphospholipid
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( Antiphospholipid Antibodies : BAF, aPL) %31fiirh
ZEET S 4, B IRIIARRE S AR & DFE 2 BRACREIR
LT BHERHORMTH S, BRI & L THEi
DRIARIE IR A DEED V0D 1 D BL EDSFLEL,
DOBREFELE L V=T AT vFaT7 s 7
(Lupus Anticoagulant : BA'F, LA), #iArey AV
v Hif& (Ant-cardiolipin Antibodies : BA T, aCL),
¥iB,~ 7V a7arA v I¥ik (anti-B, Glycoprotein
I Antibodies : AT, aB,GPI) oww§nr 1oLk
DY 12 DMk Z 2210 T2 MM BBtk Tdh il
APS LrHEN %Y. BEFTHO—>TH 5 LA 3,
MiEl % o BEs A i 2HEE T2 2 & %<, Y VK
B DB )G 2 HE S 2 %Z 7Y v &
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B OG22 HE T 2 ) VIREERAEED A v ey —
TH 570, REIRFSERT 25, BWAIERE L
TIRANBD & & D BRI, EIRIIRZ & O R
Wz R4, 2020 FIcFE£ S N7 FEsiike Ik
Mep 2R LR B 2 (Scientific and Standardization

Committee for lupus anticoagulant/antiphospholipid
antibodies of the International Society on Thrombosis
and Haemostasis : BL'F, ISTH-SSC) ® LA/aPL
BAEEAA F 742128, LA X 2 Mo R4
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DRVVT (BT, LAGAEE) &, YV v IREREEASE
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# (LT, LA2) THkEh 2, zhZhoitdc
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IffELE (CT1/CT2) 2t L CLAR 2HHI§ 2
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AR D AT LA CTHREERFHIHEIA L T 220220
THERRERZ 179 23, AHTIE 2 SRR I JE §
ZHENTERE R->TWBE>7 4], LA REDHL
BEPERE & BEARR & OHIE—BER % Gl L 72 D T
595,

i\]‘%&db‘dt()“ﬁff
SO S

ffEJ: 2 D MHFATR B R 12 LA OMIER
WdH D, dRVVT DG TH - 7 G5 34 BRAE,
MR AIMAREE X Nfilka v e — L2 o5 L
L7, BEBREIZ3.2% 72V Yo Lz
2,000 g X 10 77 2 [Aha.Loor e L < & L7z I 2
a7z, LA BlEEH 34 Bk WNERIZ, HuBEmlgk
RN D BEH 27 Wik, PrElEEE b o BE 7 )
HTdh 5. LABEMEIMEE L, B2 cRa
D 72 Wil D CRYOcheck™ Normal Donor Set
( Precision BioLogic Inc. : AT, ND) 25 #ifk % H
W, 72, E¥ay ba =)V E U Ik e
By Pe— VRN (YA Xy 7 2 DT,
CPN), LA L @BEEDPTLA a2 Y P — )L
Low (YA Xy 272 :LF, LALo), LA2 ¥ b
v —) )L High (¥ A Xy 272 DT, LAHi) 8LW
CRYOcheck Pooled Normal Plasma ( Precision
SLUF, NP) 2w/, &, ZIKB?
Fild, K& 2 OMHAE b % 5 & O &R
HRFTET 1070) BL T A Xy 7XH§‘QAH1'W@
ZHEXDAGR (G5 F5 2019-76 ) 24 THM L 7.

BioLogiC Inc.

—

HEEE

%ﬁéﬂ[ﬁmwl@ﬂ% & CN-6000 (S A X v 7 A
PUF, CN-6000) ZffiH L 7-.

A
BratatE & LT LA B, SERGEAER E LTARHT
WEIZ KGR 2 T L A IR MRS (AL DUT,
WEARGREE ) 2 vz, BEARIEGAIE DGR 1 & agE
2D 2RIERDOMERE o> TED, Batitdk & WK
MR L bz 2 Tz ZETND CT1, CT2 %2
HWEL, ZOLAR 25 LA OFEZENL 7.

4. BREAE
1) Btk
OFE IR B
FIRFFBIMEX, CPN, TALoB XU TAHi %
ZNZ N 20 PLERHE L, PR & AR 2
(Standard Deviation : BLF, SD) X O Z@h{R%k
( Coeflicient of Variance : A, CV) Z:Rd 7=,
@H 2B
HZEMEMIE, CPN, LA Lo XWX LA Hi
ZMHPp ORI L PRICZNZEN 2 HUEL,
Ihz 20 HEl T, Ffs SD X h CV 2
RD7,
THWYE D
THYWHOEE R, THFzv I ATIA(¥
ARy 7 A) % NPBIOLA Hilg@mL, ¥l
NEZREY, HAMEY LY VB X E
IVLVE Y OBEEFMGL, PV ILFD
WEICOWLTIE, A Y F7YEY F (OREREEEE
A&th) 2 NPBXO LA Hi 2@ LG L 7z,
BB, RBMORPGEME L L 72 &L Z0LEHFE %
ATAT EEHE & L 72,
3) FviR— FLEE
L 72 3R 2 BE Bk L 72 IRIETRRE L,
CPN, LA Lo B8 LU LA Hi % 3 HIE 2 EHJIZE L
T, EMETHEIL 72, Z&E, 0 HHOMEM &
g U 72 & E DL Ep R 2 5L L L 72,
4) FHBINE &g —BeR
LA R E X OBEAAGREEEZ HwT, LA MG
Fik 34 il & LA Bzt o ND25 #i @ G 59 #i
ZHEL, ZnZFN LA REZHEB LT, HEMEZ
AL 72, £7, LA R 1.3 Kz, LA R
1.3 kBt L HE L, 2 X 2 4y 8RR Tiligd
OHE —BEREZ KD,

2)

w R
1) P
] I 75 81 ¢ 1X, CPN TCV 250.3 ~ 0.8 %,
LA Lo#0.3~0.6%, LA Hi»0.3~0.7%T
Hot (K1), HAMBINEZ, CPNTCVH0.5
~0.8%, LA Lo?30.6 ~1.6%, LA Hi?%0.6
~12%Tho7 (K1)
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2) THWHDOWE

VIILNE 7 8 E 1% 100 me/dL £, faam
EYNEVIZ30mg/dL £T, A ¥ F7VYEYF
& 200 mg/dL £ T, CTIl, CT2& KU LA R
DEFHIZZNZ N+ 5%PANT, HIEfEICHEE
ot (B2) —J, #HREY LE VI3,
REMKARNIC CTL, CT2 235 L 7225, LA R
DEFHIZE 5% UNTH > 7,

3) A vR—FEEE
S HEOWMEIZE W T, 0 HHDMES & i
L7z & EnEEHIX, CT1 TwrA+ 7.0%, CT2
Tk AR+ 2.1%, LA R TIRAR+5.1% E0Tnd
+ 10% AN TH-7- (K 3).
4) MHEEME: & HE 3R
LA G B X BRI T 59 Bfk 2 e L
743, Ratio (2 &1 2 BEAREAEE & MBI,

y = 1.002x — 0.105, r = 0.997 TH-7: (K4).
¥ 7, HE-BEIZ, BE-BCE, BEE30E,
B—HEDTRTIZE VT 100.0% TH->7- (R2).

x1. AKBRESSVAEBRY

FEHBERYE (n=20) HEBRIE (n=280)

LA1 LA2 LAR LA1 LA2 LAR

Ti9ME (#) 37.50 35.10 1.07 36.50 34.70 1.05

CPN SD 0.30 0.10 0.01 0.22 0.19 0.01
CV (%) 0.80 0.30 0.60 0.60 0.50 0.80

Ti9ME (#) 62.70 40.10 1.57 59.10 40.60 1.46

LA Lo SD 0.20 0.10 0.01 0.86 0.25 0.02
CV (%) 0.30 0.30 0.60 1.50 0.60 1.60

Ti9ME (#) 85.40 43.80 1.95 72.90 41.60 1.75

LA Hi SD 0.20 0.30 0.01 0.62 0.26 0.02
CV (%) 0.30 0.60 0.70 0.90 0.60 1.20
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w2, WRHE (BARHE) L0—HX

BEAAGREZE
& feid

A st Bt 34 0

® (Y3 0 25
BEiE—EEE  100.0 %
fetE—24ER 1 100.0 %
W—EE  :100.0%

Z = 7-. ¥72, Ratio IZ BT 2 W& & OMBIVEE,

Bz icqe It LARIER, dRVVT %% JlE
JREEE L7z LAMHERIETH 2. 7 v v IVIERE I35
il 27 — FOAKR, HRZZ A 3R L TiEE
F DB X K12 LT 2 0T, SRR
B L UOARRZEFEK O EEZZ T, APTT &b
HRFEENIC LA ZRIETE 2%, ShIFEHE U 7 ILHE
PEREREAN 12 B\ T, W FBLIME S X OV H 22 pEBiE I,
TRTOMEHZBWT, CVBZNZN0.8%LT,
1.6% AN L RiFCTh o7, THWWEHOREZ, Hil
~NEZuty, AMEYLEY, £ FFVEY
FIZEWT, L 7= THBYWE O mKIRE £ TllE
EICEED e o Tz, — )7, WHENE Y L E v T,
RN CT1, CT2 288k L 7245, LAR D
BEHFIZE 5% AN ERE LB o7, Hlny
FOTFHF 7 AT ARMH L CHINL 72
&%, CT1, CT2 DHfEESGVIZw Yy MEICR
ol MEkoEmZRLE, THFzv 7 A
T 2ADWHMEYLEY (B EYLEY, 7
STNT Sy, bV AR ) 25, WREE L F L
B 2R TP S TRV, EHOTHBYED
WEGHG X, ZOFEBLHINT VS, SOk
I IR P s i A g 1 2 7R L 22 RN AR ©° b 2 23, i
KBl & B 2582 R T2 L b dH 5D THERID
WThs, ArvAR—FLEWEIE OHHE3SHH
DYE A % g U 7= Z @RI RKTCTL + 7.0%,
CT2+21%, LAR+51%EWwFhd+10%
DINTH Y, 3H (72 BH) 1 E)HTRETH -

y =1.002x = 0.105, r=0.997 & RifCTH 7. Bt
HARRAEED LA R DAY 1.61 1o LT, LA
X 1.51 & 0.10 FEDKAEZ 7R L7228, HIE 3K
Kk, Batk—80E, BE—-SEBIO0R-BCEL D
12 100.0%TH b, HEDMREMIZ o7z,

BRI X, % < OUERDHE RS I 2% KIE
¥, Kz, dRVVT BRI Y v I8E o il sOG % 5
HEL, BEERFEOEREDY v IRE R E > % B
TR THL 205, BMEDOMEICHERTARE
THD, MUMUICEENZ Y VIEEIZ, dRVVT Hl
TEAEICHE R 52 510, TRHSEBRAERATER 123
FT3ave g2, o E L TR
ISR 1 /ul A & U, WM DR % b
RN RS R\, ¥, 200, LARIET
W LAR DY 1.2~ 1.3, BRRGAETIE LAR A3 1.1
~13% 7L =Y —VvIIREINTED, HEL—
e EPRZ 2HELH 270, HllEL LU
DAIXT VI TANRE, o BARsH-om AR
REEGO THEESHET 20681 H 5, %8, LA
MIRIC BT 2 EWIMED LA1 B X O LA2 D EEM I
X, CTI T34~46%, CT2 T3l ~41 ¥ T,
LAR X 13LATFZRL, PElEIZIEMETHh7 1,

dRVVT I T LA DMFEET 28548, 7 vkl
IerE LRIRIEY VIREZEHT 5 CT1 1E, LA D
BRZFTIERT 225, T v )ViEE & gy v

FEZ&HT 5 CT21%, LA 2SEEEY VIR o
MEN 2D, BERFEPERET, LARPIKE
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INTW3 dRVVT ah3E1Z, 53 - BEARIHI2E DR
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Antiphospholipid antibody syndrome (APS) features evidence of antiphospholipid antibodies (aPL) tn the blood and clinical symptoms of arleriovenous thrombosis
or pregnancy complications. Patients are classified as having APS if they have clinical findings of arteriovenous thrombosis and/or pregnancy complications and one
or more of the following laboratory findings: lupus anticoagulant (LA), anticardiolipin antibody (aCL), or anti- B ,-glycoprotein I antibody (a B ,GPI), with positive

Jindings on two or more occasions within a 12-week interval. The International Soctety for Thrombosis and Haemostasis Standardization Committee (ISTH-SSC)

2020 guidelines for LA/ aPL testing recommend a combination of two tests with dfferent principles: dilute Russell’s viper venom time (dRVVT) as the furst choice
and activated partial thromboplastin time (APTT) as the second choice. In this study, we evaluated the basic performance of the newly developed LA reagent
DRVVT (Sysmex Corporation, Kobe, Japan) and confirmed the correlation of LA ratio (LA R) and the agreement with the approved product.

Thirty-four patient samples (LA-positive) and 25 normal samples were used for measurements. The normal samples comprised commercially available LA-
negative CRYOcheck™ Pooled Normal Donor Set (Precision BioLogic Inc. , Dartmouth, Nova Scotia, Canada) and LA control High, LA control Low, Control
Plasma N, and CRYOcheck Pooled Normal Plasma (Precision BioLogic Inc. ).

Repeatability was < 0.8% of coefficient of variation (CV), within laboratory values were < 1.6% of CV. Interferents had no effect on hemoglobin up to 100 mg/dL,
conjugated bilirubin up to 30 mg/dL, and intralipid up to 200 mg/dL. Free bilirubin showed a concentration-dependent shortening in clotting time, while the LA R
showed no effect up to 30 mg/dL. On-board stability lesting revealed that the reagents were stable for up to 3 days. Correlation with the approved product LA R as
good (y = 1.002x - 0.105, r = 0.997), with a judgment agreement rate of 100. 0%. Based on these results, this reagent was considered to have sufficient basic
performance to be used in routine clinical testing.

The model GN-6000 fully automated blood coagulation analyzer (Sysmex) that is used for the evaluation, can detect LA using the APTT reagent and differentiate
LA by dRVVT. It can thus contribute to the development of clinical tests.
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