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AIEER Mean (%) SD CV (%) AEEE Mean (%) SD CV (%)
Factor Il 90.9 1.4 1.6 Factor Il 31.6 0.6 1.9
Factor V 90.7 1.9 2.1 Factor V 28.3 0.6 2.1
Factor VI 89.4 2.2 2.4 Factor VI 36.4 0.9 2.6
Factor X 85.0 3.1 3.6 Factor X 30.2 0.8 2.7
Factor VIII 83.8 2.7 3.2 Factor VIII 27.4 0.8 3.0
Factor IX 104.7 31 2.9 Factor IX 40.8 0.9 2.2
Factor Xl 107.5 1.3 1.2 Factor XI 324 0.4 1.2
Factor XII 111.3 19 17 Factor XII 36.8 0.5 1.3
5. H=BERKE
EEI> ~O—)LmiE E¥IOY ~O—)LmiE

AlEIEE Mean (%) SD CV (%) AIEER Mean (%) SD CV (%)
Factor Il 99.5 35 3.6 Factor Il 37.2 1.5 4.1
Factor V 97.5 3.9 4.0 Factor V 33.5 1.3 3.9
Factor VII 98.9 2.5 2.5 Factor VII 36.9 1.6 4.3
Factor X 100.9 3.2 3.2 Factor X 34.9 1.1 3.2
Factor VIII 84.2 5.1 6.0 Factor VIII 27.5 1.2 4.4
Factor IX 108.0 34 3.1 Factor IX 34.1 1.1 3.4
Factor XI 100.7 3.0 3.0 Factor XI 39.9 0.6 1.4
Factor XIl 103.0 1.8 1.7 Factor XII 38.5 0.8 2.0
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AIEER EEMZRER LB RVE (%)
Factor Il 3.1
Factor V 0.7
Factor VII 0.6
Factor X 2.6
Factor VIII 0.5
Factor IX 0.6
Factor XI 0.7
Factor XIl 3.6

BHINEFHEICOWT, IMISETMICTHERAZ L.



Sysmex Journal Web Vol.26 No.1 (2026)

ZHER L (B1). 2BE1Ho—XEWmRIE &K
NIRRT TR D 7.

EARE o Fi
BHRFITOWT, R 7 IR THPFENTOEGE

xR 7. EREOTE

AIEER BRI = R L 7o RIEEE (%)
Factor Il 3.1~184.5
Factor V 0.4~168.3
Factor VII 0.7~161.3
Factor X 3.1~168.3
Factor VIII 0.6~505.9
Factor IX 0.6~514.1
Factor XI 0.6~214.7
Factor XIl 3.1~215.4

BHINICTEICOVT, NMIRBEAICTEERAZ L.

Factor Il Factor V Factor VII Factor X
200 200 200 200
y=098x+0.85 7 y=0.96x +2.22 y=1.01x + 2.84 y=1.00x + 1.55
150 | r=0.999 ] 150 | r=0.998 150 | r=0.997 : 150 | r=0.999
@ 100 @ 100 @ 100 @ 100
{3 {3 B {_ﬂ
" 50 " 50 = 50 " 50
0k 0k 0t 0k
0 50 100 150 200 0 50 100 150 200 0 50 100 150 200 0 50 100 150 200
HERME (%) HER1E (%) E5m1E (%) I25m1E (%)
Factor VIII Factor IX Factor XI Factor Xl
600 600 250 250
y=1.00x-5.92 y=1.01x + 3.61 y=100x+0.09 _ y=100x+154
5001 0999 5001 _1000 200 r=1.000 ' 200 r=1.000 '
¢ 400 ¢ 400 e e
K k] & 150 & 150
@ 300 @ 300 et o
® JIE 1 1
&= 200 = 200 = 00 = 00
100 100 50 50
0k 0 0
0 100 200 300 400 500 600 0 100 200 300 400 500 600 0 50 100 150 200250

HRME (%)

EERfE (%)

05
0 50 100 150 200 250

HERME (%)

IERME (%)

E1. EfEOFE(FOy FE)
r & Pearson OHBIREZ RS,



Sysmex Journal Web Vol.26 No.1 (2026)

4) F¥R— REEE WT 24 IR TTIEFETHRK £7.0%, ZEBT
BHES U2 IRBECEEENICERE L /2B D A R — RAK+132% THhH, RIFTH3Z e rhEil L
RZGEMICOWT, 0 HHEOMIEE & Hig U 72761 (R2). HVIIHTIX SKEFTRETHDIE
EDLEERIZ, & VIIEFUNAOLTOHEEICE I THRK +4.3%, BEIHTHRAKA +48% TH o 7.
Factor Il Factor V
3 3
Cc Cc
(0] (0]
3 3
a a
0 6 12 18 24 0 6 12 18 24
Time point (hour) Time point (hour)
Factor VII Factor X
[V} [V}
e e
(0] (0]
3 3
5 5
0 6 12 18 24 0 6 12 18 24
Time point (hour) Time point (hour)
Factor VIII Factor IX
< 20 < 20
g 10 g 10
c c
(0] (0]
3 3
5 5
0 2 4 6 8 0 6 12 18 24
Time point (hour) Time point (hour)
Factor XI Factor XII
8 8
o o —o-EXH I hO—LisE
2 2 -o-EEF Iy bO—)LiiE
[a) [a)
0 6 12 18 24 0 6 12 18 24
Time point (hour) Time point (hour)

B2. #VR-FREM



Sysmex Journal Web Vol.26 No.1 (2026)

5) AHBIME . —HOE TS BN THRESIC D PHE 5
FRTICOWT, —RERK B & O B R Hoduh 2 L IsoWT BB I TR T 5.

(NDIEE3DEBHTHD, RIFZAHBIITERS

Factor Il Factor V Factor VII
e 1 Q) ; 9
8 101 1 01x-047 R 101 1 07x+2.26 S 1501 102+ 0.06
X 125{ r=0966 N 125 r=0956 2 1251 r=0987
¥ - " i - _
1 100 n=75 B 1004 n=74 % 100{ n=76
s s
N 75 N 751 N 75
& & ®
& 509 ﬂ,>& 50+ tp>£ 50
? 25. f 25. ?I 25
5 o 5 o X o

0 25 50 75 100 125 150 0 25 50 75 100 125 150 0 25 50 75 100 125 150

FOYVARFVvIBIRFEEF Y (%) FOYARFYIEVRFEET Y (%) rOYARFYIBVIRFEEFY - (%)
Factor X Factor VIII Factor IX
o ; . 2 ; 3
® 150 y =1.00x + 112 < 200 y =0.98x-1.12 & 200 y=0.99x + 0.89
. £ 180- 2+ 180 s
~ 1259 r=0.962 . ;; 1604 r=0.988 N 1604 r=0.956 /s
¥ 100] n=75 B 140{ n=71 ¥ 140{ n=64
| #1204 120 T
N 751 1004 M 100 s
=
= 80+ p%s 80 "
X 504 S = .
s & 601 60 d
? 25 4 404 g 40
£ ¢ 20; < 20
) ¥ G 2 —
0 25 50 75 100 125 150 0 20 40 60 80 100 120 140 160 180 200 0 20 40 60 80 100 120 140 160 180 200

FOYARFTVvIEXRFEEFTY ~ (%) rOYRFTYIBEVIIRFEEF Y - (%) rOYARFTvIBIXEFEET Y (%)

Factor XI Factor XII

< 3

f’_\f ﬁgg: y =1.05x + 5.71 . f %gg: y =1.16x + 2.58

N 1604 r=0977 -’ D 1604

& ¥

@ 140{ n=73 ‘ B 1401

® 1201 #1201

N 1001 100+

801 = 80;

f® 60; g 60

g 404 g 404

< 207 7 < 20;

R o N

020 40 60 80 100 120 140 160 180 200 0 20 40 60 80 100 120 140 160 180 200
rOVARFTYIEXIRFEEFY S (%) rOVARFTYvIEXIRFEEF Y (%)

X 3. tHEME
r 1 Spearman OHHBIREEZ RT.



Sysmex Journal Web Vol.26 No.1 (2026)

6

)

SR

FRZEB L UEE

6) CLSIHA FoA4 o ~\DHEEME

ES /N
ER2L:

B30

ZEN01% KM THDH, ZOMDEIH

FEMED 50% & D REW

A

2TORFRZIMEFIZDONT,

CLSI 7

i L7z 3 1 v b ORFEIZOWVT,

i

ST
A K74 > H48

4%

diii T TWw 3 HFRZIM

HOHRHIHTHE L T2

<l

>

Ed]

nﬁbf:.

& 2w

>
—

oL 7z,

L 2R

>
—

VIII K+ /R Z 4% D VWE iE 1%, 50% X b K=

L7-(Kk8, H4).

[57wY

i

W

®8. EFRZE

(%)

Lot B Lot C
0.6

Lot A
0.5

AEEB

0.5

Factor Il

0.4
0.3

0.4
0.4

<07

0.3

Factor V

0.4
<0.7

Factor VII

<07

Factor X

0.5 0.2 0.3

Factor VIII
Factor IX

0.2

0.2

0.2

0.2

0.2

0

0.2

Factor XI

0.2

0.2 3

Factor XII

Factor VII

Factor V

Factor Il

140

120

o O O O O
08642
1
Ao

%) WEEM

(%) FEEM

Factor IX

Factor VIII

Factor X

o
o
=
Ac

o O O O
0 O < N

%) REEM

o
)
(%

o O O O
0 O < N

) HEEH

Factor XII

Factor XI

140

120

oLot A
mlLot B
mlotC

X

o O O O O O
000642
1

(%) WEEH

o O O O O
0 O < N

) HEEH

o
)
(%

4. EDEFENE



Sysmex Journal Web Vol.26 No.1 (2026)

T4 7V F VBE K TH2DZ xR L (FR10).
ETORFRZMBD 7 1+ 7V 77 VBEER WRATITHT B4 > b b X —EMEER

100 mg/dL A ETH 2 Z e ZHERLT- (R 9). 2TORFRZMBEDOMNRAFITHNT 24 b

LA R & —mMH FRIE (040 BU/ML LK) TH 3
ETORFRZIEFED LA H3F21: (LA NR 231.20 ezl L.

R9. F4TVI/FVRE

(mg/dL)

AIEEE Lot A LotB LotC

Factor Il 2731 251.3 288.7

Factor V 246.3 248.8 244.0

Factor VII 288.7 302.3 259.0

Factor X 222.4 196.3 244.0

Factor VIII 143.7 162.1 157.5

Factor IX 251.3 2393 244.0

Factor XI 276.1 276.1 276.1

Factor XIl 276.1 267.3 276.1

+10. LA PE14FESE (LA NR OfE)
(LANR) (LANR)
Sample A Sample B

AIEEE Lot A LotB LotC AIEEE LotA LotB LotC
Factor Il n/a n/a n/a Factor Il 0.92 0.91 0.91
Factor V n/a n/a n/a Factor V 0.96 0.96 0.96
Factor VII 1.16 1.19 1.1 Factor VII 1.07 1.09 1.06
Factor X n/a n/a n/a Factor X 1.04 1.02 1.04
Factor VI 0.86 0.87 0.83 Factor VI 0.90 0.90 0.88
Factor IX 1.08 1.08 1.00 Factor IX 1.04 1.05 0.98
Factor Xl 0.93 0.94 0.96 Factor Xl 0.95 0.96 0.96
Factor XIl 0.94 0.91 0.95 Factor Xl 0.96 0.96 0.96

Sample A : FHBEEERRFRZMEE, Sample B : FHMEAERFRZMF L EE I FO—)LIE%E 11 TEM L AR
n/a: RERIGHEREHI WAL > 7.
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® 1. AEEE
(%)
RIEEE LRNLEFEEF v b* (BZ) bOYARF Y IRAFEEF Y b
Factor Il 3.8~ 160 6.3~150
Factor V 1.1~ 160 6.3~150
Factor VII 1.0~ 160 6.3~150
Factor X 3.8~ 160 6.3~150
Factor VIII 0.9 ~ 480 0.9 ~480
Factor IX 0.9~ 480 0.9 ~480
Factor XI 1.0~ 200 15.0 ~200
Factor Xl 3.8~200 10.0~200

*BERAEICK ZHAEEZST.
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Basic Evaluation of Newly Developed
Revohem™ Coagulation Factor Kit Reagents

Kana SASAI", Daiki KAWAMURA®, Kaito IMAYOSHI? Nobuo ARAI?,
Kenichi OGIWARA™ and Keiji NOGAMI™

*1 Department of Pediatrics, Nara Medical University, 840 Shijo-cho, Kashihara, Nara, 634-8522, Japan
*2 Department of Reagent Engineering, Sysmex Corporation

The basic performance of the newly developed Revohem coagulation factor assay kit reagents (Sysmex Corporation, Kobe,
Japan) was evaluated. The reagents include Revohem Factor II, V, VII, X, VIII, IX, XI, and XII kits.

The coefficient of variation (CV) for repeatability showed favorable results, with 3.6% or less in the normal range and 3.0% or
less in the abnormal range. The CV for between-day reproducibility was 6.0% or less in the normal range and 4.4% or less in the
abnormal range, also showing a favorable result. We evaluated the limit of quantification and linearity within the
manufacturer's guaranteed range and confirmed the validity of the measurement range. The Factor VIII kit had 8 hours of
onboard stability, while the other kits had 24 hours. The newly developed reagents showed good correlation with existing

reagents when clinical samples were measured.
Moreover, our evaluation conducted using three lots of Revohem factor-deficient plasmas—the kit components— confirmed that
factor-deficient plasmas in all three lots satisfied the recommendations for coagulation factor-deficient plasma reagents

stipulated in the international guideline CLSI H48.

From the results of our evaluation, the newly developed Revohem coagulation factor assay kit reagents are considered to be

useful for daily clinical testing.

Keywords Coagulation Factor, Clotting Assay, Revohem



