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£BEHMKRRERELRE CN-6000 [ &[T B 5FEHELERS
NAYIRTSRAFVRREFY b LIRNLA™ APTTSLA @
ERERIIRES

TR KM, R, I AR R RO, LW AR RO R

WS EL B A, kg

*1 RBUMEEA RE & 2 DHRKATRER RARER - REREXEH =5/ 200 (T 632-8552)
*2 VAR Y I ARART KRS
*3 HYPHEN BioMed, SAS

HcICRFBINFEEEHA NOYR TS AF VREE Y b LIRANLA™ APTT SLA (YA X v 7 Z%A &4t
BUF, Rev, YAXw IR ) OERNRF%21To/c. ARBERME, BEBRE AVAR—RREMIERICHE
&<, Oy MNEERTRI/hSh Tz, 136 REZAWVWTHRE L EEEHHE I Rev WNEEASANOYRT SR
FUBBFY N NOYRF YT APTTSLA(YZAX Yy IR T, TC) &b EMER%ERL . RERTFRZ
Mg, FIREER (invitro) TRev i@ TC &DEVRERTF, BEVIIRAF FIXEF EXEFELUEXIEFIC
BT DEEEBROBRZIENEL o7z, BHRRE (invivo) IC& 2 B8ERERFETREE, 5 VIIETFEE1%
KEBRIEXICEWTRevA TC KhERERAZRLEE. BVIIEFAYEEY—DREZHELREKTH D, Rev
F5E VI AFOEEBERICHT 2EZUENTVC EhREI N, HFEREETREDRKZMEIE, RevA TCICH
NEEREICERREMBEZRDOID, BEARZ YT« 7 35 REDOFIIEE O ratio FEAFTH . IL—7F
R7>YFAF7YZ >k (Lupus Anticoagulant : LT, LA) OREZMIE Rev A TCICHRBEICERL, FR
Z v z)LigERE (dilute Russell’s Viper Venom Time : BUF, dRVVT) ratio L DEEMEHRFTH D, LAIC
WM E2EWEEEERUE. KOBAN/I Y ORBE, invitro TRev H TC ICHNEBEKREFEICEUCERL,
invivo T Rev B’ TC ICHERNERMEE ZR U Tz, in vivo I& in vitro & D HRBED NS Do fohS, ROBEAIY >
MAEEMN03U/mMLEBZ B EE, ratio lERev A TCICHARW 1.2 EEEER L o, BEEZOFEREZ (Direct
Oral Anticoagulants ) ®RiSM#IE, Y EA NS VRARAET 2 AEORERBOERBEENARIFTHD, WIh
DHEEHRERFEHICAFOERERZR U, —7A, BEEE XaBFEEETHZ U /N\—0OFY/{y, 7K
FHINY, TRFYNVIRARERIEMAEES APTT ICBBEZRDLBH 7. ZILA MOV O KRIGHEI,
Rev A TC ICLENERERFR, ratio B ICEMEMZRLUE. 77 7ERXY Y MXVIIVBEADRIGENIE, Revh
TC ICHNEREREE, ratio EbICERMBAEZRL. ULEDERLD, Rev I THREINEL, Ay NEEDLIE
BINSWT—YBERICEVLLRETH D, LABRSVIEEEORBERTFET (B VIIEF) 2RELYT
WZ eENREEn. LHL, TC ERIGEDNBRBZERNH D, FITKRA/EAN/NY Y IEIFEED 0.3 U/mL
ZHBADETCEDRBENEL D LICEBEL, REOVIDEZICH> TIEHER TRERMOT—7 Z &L,
ERIICERKRAIICAMNZITS CENEETH 5.

SEMALEES N O VRS A F VSR (APTT), &R VAEE, TS, CN-6000
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& U & Ic

WAL b e v R 77 A F VIR (Activated
Partial Thromboplastin Time : BIF, APTT) &,
MEHEE R 7 V) —= v ZED—> & L THH D
WBEICH VS5, WERREERN 1 & i R e
WD &z kML, Z2ho0REZRINT S
1322, LA O, RITMEANSY Y DEZSY ¥ T %
&, BUETIEI S MERED APTT JlE Icko 5T
Vw3 Y,

il %2 D> APTT HIERIIC BT 2 HRDE N (Y~
JRE - WG PEALA ) R 2 AL TED,
APTT JIE DL Z LA TW 5, 72, BB
TH D002, hOBREHE I HARE R R DR
Fay FEAELFEE LoTWw 3,

L, GV VIRE E LT SR ERE L2k
L br v R 77 AF VIRHIF v b LARANL™
APTT SLA (¥ A X v 7 ZBA&4 : DIF, Rev,
VARAY IR BFHGINTTD, EKRAFETH D
WALy be R 77 AF VREF v b br YR
Fxzv 7 APTT-SLA (2 Xy 7 Z2: PLF, TC)
&R 21T o 7.

ERMRE L OHE
1. W& - B

KX 2 ORI IR IS - i
Fetk 396 i, HEHEAR T T 4 7 35 4Dl 431
Bk, BXOHR22 9y 720 RE L, Bk
1232 %7 T+ Yy iz 2,000 g X 10 77
MO EE L TR oI Z Wiz, &k, Aif
gelx, KEX A OMEIHERmEBE AR B2 D &KR
(HARFF 1070) BEOT AR v 7 ZAKRA S A
ZHZOAGR (G5 F5 2019-76 ) 2 THM L 7.

2. AERE
43 H B IGER] I 7E 241 CN-6000 (S A Xy 7 R @
PR, CN-6000) ZfliHIL 7-.

3. WERE

Beatitd & L Rev, MIASEE LT TC 20
o WFRLARY VIRHE kL7 S R
TRRECTHS, Ak, HAMFEEO TR
(AR IAIE M L7

®1. EARE
WEEE (e EAFTUTL—5— X=h—

SERALES OV R TS ZF Y BEF Y b B

APTT (#&5%) L 7RAL™ APTT SLA VAXY IR
LRAL 0.025 M BB HILY T LR -
SERALES hOYRT S ZFVEEF Y B

APTT (XE&) ~kOYRF v APTT-SLA VAXY TR
0.02 MEB(EAIL T LR —

RABANINY Y IIHRE BIOPHEN™ Heparin LRT BIOPHEN™ UFH Calibrator HYPHEN BioMed

FEA NSV INFRE BIOPHEN™ DTI

BIOPHEN™ Dabigatran Calibrator HYPHEN BioMed

YN—OF5/\vlHRE BIOPHEN™ DiXal

BIOPHEN™ Rivaroxaban Calibrator =~ HYPHEN BioMed

ZEXHNVMPEE BIOPHEN™ DiXal BIOPHEN™ Apixaban Calibrator HYPHEN BioMed
I RFH/I\VmFEE BIOPHEN™ DiXal BIOPHEN™ Edoxaban Calibrator HYPHEN BioMed
dRVVT dRVVT :RZE A — At
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4. @A E
1) FBiNE
O RSN
FIRESEE, 2727 QAP a2y Fa—u
IX-IIX (YAXAv 7 RA) BXOHEKH S —
JUIMARE (IEHIE X VR ) & e 10 [a
LT, P E SD X b ZBRE (LT,
CV %) %ZRD7,
@ HEHBM
HZEFBIME L, ARE 7 —)L i (IR
B X ORER) &k 22 HHE L <, 1
fili& SD £ CV % %KD=,
2) AvR—FREN
CN-6000 25 ENICAFEZ K HRE L 72IRET
RE L, ARE 7 —)VIE (IEFEE X NEHIR )
Z 19 HMME LT, REWEML 7. %28,
H 2 FEBiE o LR % 2@t ol FLug & L7,
3) FEMEHIDH O BEE
flHEAR 7 7 4 7 35 Mtk & QI Y Best ok
CCHRRY,  H SRR, SRR RL, TSR
D i Wi B AL T PUBE S B o ik H 23 7% £, PT,
APTT, CRP, 7V73y, aYvITATI7—%
DIILHERIPHN T dH - 72 B 101 Bk DEF 136 #efk
ZHOWTEE L7, WROFEH I hILE 63 5% (6
~857% ), HLlx 81 :55 CTH-o7. FHikZ, it
UGB 7’2 77 & MCP-STAT ¥V 7 b Ver. 6
(AR 2 R) BRI AT XYy 232X D
K7,
4) av M
AR 7 v T4 7 35 Wik & I 240
Bk Dt 275 BifkicowT, BEtaRdEEs X ong
DK 3 vy b2 THIRE R TV, Bk
RIS 3 2y b DIRKER KL 72,
5) BERE ATz 1
O  FHGEAER (2 vitro)
AW 7 —)V I (IEHR) % BRI 7R
ZIMHEIT T 1 ~ 256 1% £ TORPRIN % /3
L, MabakdEs X OGS I TlE L, s
fi% & @D ratio % 2 skFETHEE L 7=, HEM K+
RZIMmEiE, HIEEKRFXY 8 bry
AF x v 7 Factor II, % V EEEK 1 ¥ v F

ba v XRF =y 2 Factor V, H X EEREIAT
v b brYFRF v 7 Factor X, i VIII
BEK ¥y b Fa vy ARF v 2 Factor
VI, B IXEEEK ¥y 8 fayidzy
2 Factor IX, # XIHEEK* v F tarR
F = v 7 Factor XI, % XII BEMEIK ¥ v b
taryiRF v 2 Factor XII (Y ARX Y 7 R)
Rz,

HESI R % T

TR R A 72 G T 25 1 B8 ] IR 15 1 B fds 34
Bk (55 VIR KT 16 ik [ <09~
20.8 %], HIX KT 28k [<0.9 %],
85 XT RT3 #fdk (8.7 ~ 13.0 %], 5 XII
AT 48k [<10 %], von Willebrand
factor (BA'F, VWF) {KF 7 ik [VWF if
<10 %1, % VIIRFEE [2.4~9.3 %],
prekallikrein (LT, PK) RZ 1 #ifk, X
HET 18R (1.1 %] ) icowT, BatEk
FEE L ORGSR THlE L, SR Z 2 58
T L 72,

@ WVIIHTFArEeEsy—

BVIIETA ey —E 4381k (> 1.0
Bethesda Unit/mL, # VI K775 < 0.9
~235% ) 122wV T, MEtElEEE K G
FITHGE L, eI 2 2 BUR TR L 72,

@ AR T

e AR 237 <, BT fiiiee 2 2 8l
P9 2451 TdH 5 ALBI grade® 232 £ 7
X 3 DEE 20 Bikicow T, MEEEE X
OGS I THE L, BEIEIIRE R, {5 A 35
MR DD © D ratio % 2 GRFETHIEL L
7o HERHRNTIZ X, Wilcoxon D FF5 £ & I
ke 2 o 7z,

6) LA &2tk
EAR T 747 35 BFICEITE2HINT v &
R ( dilute Russell’s Viper Venom Time :
BUF, dRVVT) ratio ® Mean + 2SD (1.24) #
IEH EREFEL, dRVVT ratio 1.25 LA EDH
F T4 BARIC O VT, BEMIREE 2 2 BASE TR L
7z, HERHEBTIZIX, Wilcoxon @75 {1+ Z H L7

2 vz,

@
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7) FEAIGHE
@ RITBI~SY ¥

A ) WINFEER (in vitro)

HEE 7 — VIR (IEFE) i~y v
FrU L% 0.1 ~1.0 U/mL DIREEIC
WML 723y 7 V%, el e X OO
AR THE U, BERTIRER] 3 & OV
(0U/mL) & ® ratio # 2 K TLIR L 7=,

B ) EREEAE (in vivo)

AT~ %) V5 43 Bk (IR EE
0.16 ~1.04 U/mL) IZ2WT, HRaHE3E
B X ORGSR I THE L, BEEIRFR B X
MMEFEANR 7 v T4 7 35 kDl &
D ratio 2 2l THI L 72, £7%, KT
i~ ) ViR EZ JE L, 2 33D &E
[N & & O ratio & HU#R L 7z,
1H 82 & 11 b B [H ¥ (Direct Oral
Anticoagulants : LT, DOAC:)

22 No.2 (2021)

FEArT7y (I58F), VN —axHgnN
V(238 ), TEFY N (20 k), = F
FHNV (17 BR) DIMHRESDY 70 ng/mL
PLE (73.2~572.5 ng/mL) O EFEBAIZD
W, BaREE X ORI Tl L,
BN 2 2 A3 TR L 72,

@ 7iAHbruny

TNA ANy BEEIN TS EE 26 B
iz 2T, BEFRIEE & ORHEEASE Tl
EL, BEERHE X MERART 747 35
BAARDNEYIE & D ratio % 2 IAFETLUE L 72,

@ F77ERAZ Y N XIIVIBH

F77ERAY Yy b AUNABEI RS I TV
2 22 BRIz oW T, Bl s X OO
AR TN U, BEEIIR % 2 SRR Tt L 7z,

8) HHBIE:
431 Mefk (BANGRIZR2) 1I220W T, WEaliddg
B X ORGSR I THlE L, MBI % .

&2, HEEICAVIRERR

ISR

BEARS YT 17 35
W—FR7YFaA7T5>k (LA) 74
ROBANINY > 44
BEVIIRFIYEESY— 43
A= 16
YN—OFH\y 26
FEFHINY 20
IRFH/NY 17
D77V + EYIVKRE 23
FF&REEET 22
HFET 34
FZILARONY 26
FI7FERY Y M XVIVEIR 22
LA + FUREZE 7
ROBANNRYY + D)77YY 22

et 431
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fm R 3) FLkiipH
1) Btk JEHE I PH 1%, Rev 2% 22.7 ~ 30.7 sec, TC &%
FIRE B, wInd CV%2I2%LL T T 25.0 ~34.6sec TH-7- (K2).
Hot: (R3A). HAEMBMER, CV%H2 %L 4) v v M
TThHo7 (ER3B). 275 AR DN, Rev BELXUOTC D 3 ay
2) A vR—FEREN FEEOFYME (sec), ZDRAME (sec) 2FK4
19 HEIOME IZ B VT, HAEFIMED ERAE g, vy FEOHBIE, Revdwdndr =
(IEFEIR 27.6 sec, HHiIK55.9 sec) ZHZ 72D I3, 0.999 DL, TC ' r = 0.993~0.995 L% o7
IEfEDY 16 HH, ®EENS7THHTH -7 (R1). (T=F KR ). 3 vy FHDRKAZIZOWT, i
ek, BEHRET, CN-6000 o B S (M KD 10 ~90% TILE 1 Rev 30.3 ~ 2.1 sec,
MU : 30 ~85% ) Z P15 &£ EH - 7%, TC 230.5 ~4.0 sec TH-o7. 61T, AAED
x3. BHRE
A. FIRFERM4E
_— A7 QAP v hO—JL BRE )L
IX 11X IEE BEEig
B sec sec sec sec
N 10 10 10 10
Mean 25.90 51.36 26.35 53.27
SD 0.183 0.580 0.097 1.055
CV% 0.70 1.13 0.37 1.98
B. HEBHRM&
- BRES—)LMmE
R EEE EER
BT sec sec
N 22 22
Mean 27.29 54.58
SD 0.193 0.876
CV% 0.7 1.60
30 -o- AR — )L (1IEEE) 80 -#-ERYT—)LME (EEE)
k1 P s Range LR kA 0 .
= 2Ll R W S = U A E 60 *.-.*"./i*.’.-;%ﬁfﬁ’lif?an ...... i
< 27 2 50 = ge EiR
26 J 40 1 1 1 1 1 1 1 1 1 1
0 2 4 6 g8 10 12 14 16 18 20 0 2 4 6 8 10 12 14 16 18 20
day day

B1. AYiR—RREH
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(E#H) (E%)
30 - Rev 30 - TC
; 22.7-30.7 sec 25.0 —34.6 sec
24 g‘\ 24 | 7
é A 7 /’l\\'\
.
18 F ” 18 F 7
) 7
2| Z I"-. 2 | Z/ \
7 i
| - / 7
P %54 L I %%
9 ) 7\
oL / % ] oL /[? i \E‘Ei ]
20.0 27.0 34.0 41.0 20.0 27.0 34.0 41.0
APTT (sec) APTT (sec)
X2, EfEHH
#®4. Ov L EE
AR n 30y MEHOFRRIE (sec) 30vY NDOEDRKIE (sec)
Rev TC Rev TC
BEANRZ VT T 35 27.1 29.8 0.8 2.0
TILT77IY +VKRZ 18 53.0 49.8 3.6 7.1
RKAPENINY > 31 47.0 48.7 2.5 7.1
KHBEANNNYY + TILT77YY 17 62.4 53.2 9.1 33
AFET 2 65.4 68.8 2.5 1.8
FF&REEET 20 36.3 42.8 13 43
EVIIRFr>EeEY— 14 84.0 87.1 2.7 16.4
W—FAFZYFA7T S~ (LA) 46 58.0 48.4 53 7.7
DACInE A 16 41.2 453 1.5 3.9
TEFRHIY 14 33.5 37.2 1.1 3.8
IRFHNY 15 354 36.6 1.1 6.1
TEHANSY 15 53.1 54.7 2.0 4.2
ZILA Oy 18 411 48.6 2.7 10.8
FTITFERYY MAYVIVEEIE 14 74.7 60.9 5.5 11.0
et 275




30y kDBAZE (sec)
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5sec L EZIR L ZWifkiX, Rev2S6 Mk (2.2%),
TC 2321 Befk (7.6% ) THo7- (K3). Rev D
5 sec L EZR L Z2BRIZ L3 d 100 sec Zild 2
Mk T, ROWiNY vy ETLT7 7Y VRES
Befk, Koy~ v 1Bk, F77EASY Y b
A DOV 1 Wk, LAl BfkTH - 7.

5) WA IEAZ 1

O  FHRGEAEE (2 vitro)

@

20

15

10

HBVERET, H VLT, BIXKF X
K+ & & O XII KT 1% Rev 23 TC 1T HbxX
IR FEIR D ratio 23 <, HITKF & X O
XI K F 1% Rev & TC 231% 1 % D ratio %
A7 (E4).

HEWSIA KT

5 VI KT 16 ks X X VWF KT

Rev
20
= 15
E
K
= ¥ 10
& ¢
BN
)
A ™
N N - 5
A
A -
o} h
y gqg o0 4
e
A Fj"—l)b( 1 1 ] O
0 50 100 150 200

7 BR DG 23 MR (48 VI K116 0.9 ~
20.8% ) W2B T % 2 FRIE D BERE N o AH B
Zy = 1.285x-15.18 (r = 0.976) TH Y,
WEPE 1 %A (13 Mtk ) 1275 & Rev 3 TC
X WIEEMHEAER L (KIBA) 612, 5
XIT A7 1351 3 % K (3 k) T Rev 23
TC k) bIERMEZR L7, £/, BHXMNH
T 1 BRIEDATH 505, 1M 1.1 % T Rev
(222.0 sec) 23 TC (135.0 sec) ITHERFL L
IER L7 (K58B).

® HVIHKHFAveEs—

2 B D BEEIRF I O MHBATE 1L, v = 1.402x
-23.32 (r = 0.961) %&b, % VI Kk
1% AWM T RevdTC X O bIERfIH %
~L7 (B5C).

TC

= OREARTYF AT
IINLT7VY +VKRZ
(m] OXRDEAN/INYY
A KPBNI)Y +INTFIY
XEFET
+FFARREIET
- OFEVIIEFIveEY—
LA
X YN\—OFH/\>
8 FEFHINY
O TRFH/NY

T, oS - o TEHRSY

- P IN=1AY
- FIPERYY PAVILBIE

100 150 200

30wy kDF1] (sec)

30y kDI (sec)

F3. Oy EE
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ESER
VIl 7= % IXEFRENE
6 6 —
5 —e—Rev —-©--TC 51 —e—Rev —o--TC
4 4 -
= e
i 3 B 3
2 2
'I -
O L1 L L
0.1 1 10 100
%
X BFRERE % Xl BF=E=H
6 6
51 —e—Rev --6-TC 5+ —e—Rev --6-TC
4 4
2 K]
83 Ely
2 2

HE\ER
£ ATREZMHE £V REFREZME EXRATFRERZMHE
6 14 ~ 6
51 Q\ —e—Rev -o-TC 12 - —e—Rev --0-TC 51 —e—Rev --0-TC
4l 10 AL
Ke) o8 Ke)
B 3T % 6 3
2 4 2
T 2
0 I N I I T 1 o W W N AT 0

0.1 1 10 100
%

4. RERFEZE (FRAER (invitro))
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A. FE VIl BRHETHRE B. BAFET®E (8 VIIEFUN) C. EVIIEFA ey —#ik
200 500 200 r
o VIl EFET
50 b VWFEF o 400 150 -
— o = >
2 100 b 3% 0% IXEFET &0k
>
2 © y=1285x-1518 & 200 * °§ i:li,_{fg; 2 y=1.402x - 23.32
50 F r=0.976 100 1 QOD PK %3 50 b r=0.961
n=23 QA xEXHFET n=43
0 L L L J O 1 1 1 1 1 0 L L L J
0 50 100 150 200 0 100 200 300 400 500 0 50 100 150 200
TC (sec) TC (sec) TC (sec)
Bland-Altman M7 ( Z5947 ) Bland-Altman 7347 ( Z53-5247 ) Bland-Altman 2 ( 2539347 )
50 © 100 % 57(5)
25 8 o0 50 9%,@
< x < 25
L O ro®s-onmras L0 b omoreamreanea e, L O f-ocspSRe.0. ...
_50 1 1 1 J _50 1 1 1 1 J __58 1 1 1 J
0O 50 100 150 200 0 100 200 300 400 500 0O 50 100 150 200
(x+y)/2 (x+y)/2 (x+y)/2
H5. #ERFETEELVE VIIEFTYEeEEY—ADRIGE
@ MFEREET WOZWIZE > T wEETH- - (i
2 SAEE D FEMEIN O MBI X, v = 0.918x v BB HUAB A (X AR TR ).
-1.37 (r =0.902) &7, Revd TC Izl 7)) EHI B
REBICHMmELZ (P<0.001). —J, Rev O KormE~) v
& TC @ ratio D RfEITZNZ N 1.34 & A ) WINFEEE (wn vitro)
145 THEAZRD o7 (P = 0.152) 2 A DBEEIRFE B & O ratio 1%, A7
(K6). ~R) VIBEEA 0.3 U/mL D & ¥ Rev A3
6) LA &2 2545, TC21.84%, 07 U/mL® &t ¥

2 SR o B e ] O MBI 1, y = 2.096x -
38.18 (r = 0.846) TH D, Rev TC IZHRE
BIIEEL (P<0.001), IEETHIFERELTE
BEL 72 (B7A). X518, Revid TC & H dRVVT
ratio & DMHBIED BIFTH D, LA KZMEICEN
Twi (B78B, 7C). £/, 3) THEHIL 7-3L%
#ifH EFR (Rev : 30.7 sec, TC : 34.6 sec) & 74
Bk ZEBAE L E 25, TCIZEHHFEAEHFH
FRZ# Z TWwa7243, Rev id 1 6o AIEHERIPHIN T
Hotz. MUi% 1 Hld dRVVT ratio 1 1.54 TH D,
PigtER k2 T I <867, IRFZZTBE

Rev 239.6 %, TC 2342 f5DIER L7 D,
m vitro \IZB I B RTINS v DREZE
X Rev 3F L o7z (KI8A).

B ) FREEAE (in vivo)

2 RO BEEIRF R OAHPIME X, vy = 1.240x
-9.73 (r = 0.863), ftHE A 35 kD15
fili (Rev:27.1 sec, TC :29.8 sec) & D
ratio DHHPIMENE, v = 1.364x-0.36 (r =
0.863) TH -7 (E8B). KAili~ssy v
I 3 & i AR SR oD U5 [ 1 ] o0 A BE 4 1,
Rev 23y = 70.707x + 27.78 (r = 0.744 ),



A. APTT (sec) DFEES

y-X

Rev (sec)

200
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—
o
o

50

100
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o

-50
-100

y=2.096x - 38.18
r=0.846
n=74

100 150 200
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Bland-Altman 234 ( Z994 )
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(x+y)/2

150

Sysmex Journal Web Vol.22 No.2 (2021)

80
y=0.918x - 1.37
OF 120902
—~ 60 | n=20
bt
L 50 k
3
© 40 F
30
20 | | J
20 30 40 50 60 70 80
TC (sec)
Bland-Altman 217 ( Z2047 )
20
10
0 Ob---@p---6--6--—---——---
> 10 g?%’&° ®
.20 1 1 1 1 1 J
20 30 40 50 60 70 80

Rev (sec)

. dRVVT D8RS (Rev)

(x+y)/2

6. FFEEBEETADRIEME

C. dRVVT ¢D4EES (TC)

200 200
y=50.325x - 25.89 y=16.529x + 19.61

150 L 150 L r=0.587
. n=74
@

100 | © 100 |
O
'_

50 |

0
0 1 2 3 4

dRVVT itZ A (LA.R) dRVVT 5 A (LA.R)

7. LABRH
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TC 23y = 36.679x + 38.12 (r = 0.555),
ratio 1& Rev %y = 2.609x + 1.03 (r =
0.713), TC231.231 x + 1.28 (r = 0.661)
THH, RevDIFH 8 TC & b B
ZRo7: (B8C). Rev & TC DEEFIFFH
%6 M ratio IMHSES B ZNZNN 1.2, 1.4
THoTh, ~o% VIRREE & OB
1Z Rev DI E 23 TC IZHR#K 1.9, 2.1 f5 &
KR & 2o 7o, RITHI~ Y R
BT 0.16 ~ 0.29 U/mL & 17 #fk, 0.30 ~

A. RINEER (in vitro)

500
400
300
200
100

0]
00 02 04 06 08 10

FRAEANICY VIIERE (1U/mL)

APTT (sec)

B. ERERIRLE (invivo) I&1F 3 2 HEDHERE

150
120 b o
o »
\q"’_i 90 80
>
= o
g 60 y=1.240x - 9.73
0L r=0.863
n=43
o 1 1 1 J
0 30 60 90 120 150
TC (sec)
0 Bland-Altman 7347 ( 2539317 )
50 o)
x
P > 12 Q...
Toof----as?
-50
_‘IOO 1 1 1 1 J
0 30 60 90 120 150
(x+y)/2

APTT (ratio)

Rev (ratio)

0.70 U/mL @ 22 #fkizs31F, 2538z isir
% ratio DMHBEIEZHFR7-E 2 A, 2 ZEh
y =0.937x + 0.20 (r = 0.820), y = 1.202x
-0.08 (r = 0.810) TH b, IMHIREERNIC
eRE2RD (K8D). 7, HiIKBAKIZ
HRITHI~ %) VIREDY0.3 U/mL O & &
Rev 23 1.8 f%, TC 3 1.6 f%, 0.7 U/mL
DL ERevd 2945 TC2 2.1 5DMER
ERIMEEE X DK, MEER O REREH /DS
ol

—e—Rev -o-TC

o
,e—GQ
1 1 1 J

00 02 04 06 08 10
KOBAICY VHRIMEE (1U/mL)

6.0 ~
50 |
40
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The Basic Evaluation of Revohem ™ APTT SLA in
the Automated Coagulation Analyzer CN-6000
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*] Department of Laboratory Medicine, Tenri Hospital, 200 Mishima, Tenri, Nara, 632-8552, Japan
*2 Osaka Branch, Sysmex Corporation
*3 HYPHEN BioMed, SAS

The basic performance of the newly developed reagent "Revohem™ APTT SLA" (hereinafier referred to as Rev: Sysmex Corporation) was evaluated. The results
of within-run precision, between-day precision and on-board stability were good, and lot-to-lot variability was also acceptable. The reference interval established by
136 samples was a lttle lower than that of Thrombocheck APTT-SLA (hereinafier referred to as TC: Sysmex) as the reference reagent. The coagulation factor
sensttivity of Rev was higher than that of TC at low-activity range in_factor V, VIII, IX, X, and XII by in vitro examination using artificial deficient plasma. A
comparison between Rev and TC oblained in vivo clinical samples was also performed. The clotting times of Rev were more prolonged than TC n_factor VIII
deficiency and inhibitor with less than 1% ; it indicated that the sensitivily of Rev was higher in low activity of factor VIIL. Although the clotting times of liver
disease samples in Rev were shorter than TC, the ratio calculated from the mean of 35 normal samples was sumilar to that of TC. The clotting times of lupus
anticoagulant (LA) samples in Rev were significantly longer than those of TC and the correlation against dilute Russell’s viper venom time (dRVVT) was good ; it
indicated that the sensitivity of Rev was higher. While the reactivity to unfractionated heparin examined in vitro spiked samples showed Rev had much higher
reactivity than TC, the discrepancy became smaller in the examination of in vivo clinical heparin samples, and Rev showed about 1.2-fold value of TC in the
heparin sample with more than 0.3 U/mL. In the samples from patients taking direct oral anticoagulants (DOACs), the correlation between Rev and TC was good,
and 1t was recognized that the clotling times were dependent on the drug concentrations. The correlations between APTT clotting times and drug concentrations in
rwaroxaban, apixaban and edoxaban were poor. While the clotting times and ratios of Rev were lower than those of TC in argatroban samples, the reactivity to
nafamostat mesylate was higher in Rev, Rev showed good repeatability and smaller lot-to-lot variability, and it was considered that the reagent was acceptable for
data management. The data indicated that the sensitivity to LA and factor deficiency in low activity was high and it would be useful as a screening reagent. On the
other hand, the sensttivity to some drugs was different from TC, especially for unfractionated heparin, and it was recognized that there was a discrepancy over 0.3 U/mL
concentration. It is important to obtain the data between current and new reagents and confirm the difference in clinical samples. It is also important to notify medical

doctors of these data if necessary.
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