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Communication in the view of clinical laboratory at the time of disasters: lessons
learned from the Fukushima nuclear disaster and COVID-19 pandemic.

ME/IM

Abstract

During and after a huge disaster, there is a surge in the demand for clinical laboratory

testing. However, such testing sometimes causes social confusion if it is provided without appropriate

education and communication. Unfortunately, not all the specialists who speak up during disasters are

familiar to laboratory medicine. Therefore, we may need to engage in crisis communication based on the

viewpoint of clinical laboratory medicine. Here I present several challenges in communication with

regard to clinical laboratory medicine. At first the results of a systematic review on point-of-care testing

is presented to show the importance of notification and education. Then two examples that laboratory

testing without careful communication fueled social disruption are shown. One is the screening effect of

thyroid echocardiography after the 2011 Fukushima nuclear disaster to show that biased interpretation

of test results may cause unnecessary stigmatization. The other is spread of less-accurate polymerase

chain reaction (PCR) testing during the coronavirus disease (COVID)-19 pandemic due to growing

demand for laboratory testing. On top of these, people’s right to refuse testing should be emphasized

even at the time of disasters. For these reasons, those who are engaged in clinical laboratory medicine

must prepare for next disasters with regard to effective crisis communication.
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XY= —ThAHKL6 (MEHIEIZ [F/ ETKL6
(B A 71 VR SHD) |, EREHIEH S H 8
Sy M2 LABOSPCT008 @ (RRAE&HLH I NA 7
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7) EOMBIERET L7z 1, nSP-DIZ & 2Hll5EIL,
IS ISPE IAE - SR & e PR AT L BRI
7H DI HEISE % 64T L 720 HERFPEC X 5 SP-D il
SENE,  IMERRAR % @ PR AT L BRI% 3 H DU 5E
L., KL-6 Ik % F v CEREURE HIZHI%E L 72,
3) BIFEZMH

BIESRIE A — T — OHERES B 57HT /8T A — 4 —
(Mefk= © 38 uL, 1 1 90 ul, #23E : 30
ul, HEWE - FPEFES70 nm - B9 800 nm, 43
MiE 2R84 P K, Fx )T L—T 3 vk
AT TA ) IZHERL 72,
4) EROEFEM

FAERDIENTINL H RBERILF 225 L T
N T =3 a yEMM T a7 J 4 Validation-
Support-V63 % Z# |2 L 72,

3. REIHEB LURIE

1) BHTRE - ENBEHREBE

+ /7 ¥7SP-D/KL63@ T > b — )b (FEK £
T A VR EHE) 208 (RIRE Level I, i
JE Level II) & 7' — Vil % 20 [l el L, F
W, #EEmE2E (SD), ZERE (CV) &Ko,
BATHE 2R L 720 ZOFER, CVI20.98~1.96%
L BIFCTH -7z (Table 1A) . F 72RO E % Fv,
MEF v ) 7L — 3 REE10 B, 1H 23
E L, ENTIEE 2R L 72, T OfEH, CVIX0.75
~1.89% & BIifTd - 7> (Table 1B),
2) HIREHRM

1100 ng/mL @ SP-D /& i B 50Uk & A= B 4R K 12
TI0BH AR L, ABAEKE&E 1130 L
% 2 3EPERITV, AHEME 2R L 72, 77k
AT R T, FRIEZ T LA EERE R/
EZAH, AEEIEDT, 10855 ng/mL F TEM
AR 7z (Fig. 1)

Table 1 Repeatability (A) and Intermediate precision
(B) of nSP-D measurements
SD: standard deviation. CV: coefficient of variation

(A) Repeatability
Level | Level Il pooled serum
Mean (ng/mL) 79.37 309.73 157.38
SD (ng/mL) 1.55 3.05 1.73
CV (%) 1.96 0.98 1.10

(B) Intermediate precision

Level | Level Il pooled serum
Mean (ng/mL) 82.45 322.65 160.45
SD (ng/mL) 1.65 5.26 1.20
CV (%) 1.89 1.63 0.75
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Fig. 1 Dilution linearity analysis of nSP-D.

The linearity of nSP-D was assessed by measuring
SP-D in serially diluted samples and blanks (blue dots).

3) FAYV— DR

#9400 ng/mL @ 71— v FHEE % 4 B AR K
WZCI0EREARL, &4 3HME L CHUELEENIC X
LB R L7 T OMEE, £2000 ng/mL £ T
1XSP-DiEIE D EFISE > THIEMED LA DD 5
M, FNLEOBRECITIERGICERE ST/ 70
V= F v JERICE DT T — A&, SPD
BIEO LA VCHEIEMEK T AR S N2,
4000 ng/mL ¥ CHEMEAF ¥ 1) 7L — a1 3
v N TH 51000 ng/mL AT & 7% 5 X 9 2l EEE
TR N2 -7 (Fig. 2).
4) WRERER - TERER

SP-D % #7130 ng/mL O a3tk % AP AR KIZTH
BREANL, £410mH% L, 26SDEIC &) il
R KDz, ZORER, MHRIE7] ng/mL T
Hol: (Fig. 3)o F7z, MEROBE % B ALK
THBREAML, &4 10[mIH5E L 72k 3 2 2812 mlG
NCHYE LRI A RO 72, BREFEIL, R
HRAUEZ CV 10% & L, XEHIFATIZE WA s
MR AT 5 O SP-DikE # B R & L7z,
ZFOREE, EmbRAE 126 ng/mL TH- 72 (Fig. 4),
5) REORTEM

nSP-Di#E % M0 F FHMRICKEL, MRF v
V7 L= a vtk UEEFy) 7L —32a yRFE
Mo F F, 20O bu— Lk % 30 0
720 1H3MEE LT RIEOLEWEMAEL 2L
25, REREERICILL CEMEDT Y o — Lk
T A10%, @iz > bo— )Valk Tk 6% Dl
EMEO LA %7072 (Fig. 5)o

'S 1,400

= Calibration limit

< 1200 } P P (1,000ng/mL)

é /\-\\ P

§ 1,000 5
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§ 800 | P p
g

S 600
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= 0 : * * * ’
. 0 2000 4000 6000 8000 10000
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Fig. 2 Prozone phenomenon analysis of nSP-D.
SP-D measurements (blue dots) of high SP-D
concentration samples and blanks are shown. The red
dashed line indicates the upper limit of SP-D
measurement (1000 ng/mL). “P" marks indicate data
points with prozone alarms.
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{ mean*2.6SD
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3 LoD
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Fig. 3 Limit of Detection (LoD) of nSP-D.
The LoD of nSP-D is determined by calculating the
mean * 2.6 SD of the delta absorbance (blue dots) at
each SP-D concentration (x-axis). Delta absorbance
(y-axis, % 10,000) was calculated according to the
manufacturer s instructions. The dashed line
represents the mean + 2.6 SD absorbance of the blank.

A=

=

6) HEME

THFryr - ATTIABIOTHFLY 7 -
RE7I A (WFhd v A Ay 7 Atktett) 2H
W, 2iEEO T —viliE (8150 ng/mL, #9300
ng/mL) |2, SEMEAR L 2RI C Y v ey, Fa
AR Ve, Biii~NeZury, fJU, Vv
M FRTFEZRINE, &43EWEL T, WEND
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Fig. 4 Limit of Quantification (LoQ) of nSP-D.
The LoQ of nSP-D was determined by plotting the
SP-D concentration (x-axis) of each measured sample
(blue dots) against the corresponding coefficient of
variation (CV%; y-axis). The blue line represents the
fitted curve. The black dashed line indicates the

threshold CV (10%) used to define the LoQ, and the

corresponding nSP-D concentration.
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Fig. 5 Onboard Stability of the nSP-D Reagent.
The relative SP-D concentration is shown for each
indicated day, with the first day defined as 100%. Low
SP-D levels (= 80 ng/mL) are represented by blue
circles and solid lines, and high SP-D levels (= 320 ng/

mL) are represented by orange triangles and dashed
lines.
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Fig. 6 Effects of Interfering Substances on nSP-D Measurement.
The interference of (A) free bilirubin, (B) conjugated bilirubin, (C) homolytic hemoglobin, (D) chyle, and (E) rheumatoid
factor on nSP-D measurement was evaluated. The effect of each interfering substance is shown as a relative value,
with the measurement in the absence of the interfering substance defined as 100%. Low SP-D levels (= 150 ng/mL) are
represented by blue circles and solid lines, and high SP-D levels (= 300 ng/mL) are represented by orange triangles

and dashed lines.

WHEMR L2, TOR, SHHETOHHICE
WCEALER = 5% LA (i) T h, e
PN TIZ TR 5o 72 (Fig. 6)
7) 1HE8

1 & 1% & OREME OB 2 FFl§ 5 72012,
A - M%7 k108 B 2 A\ TnSP-D 125
VF BB RER A AT L2 & 2 A, WERPH AT

128

FHBIFR L (r)=0.997, 1)y = 0996x+3.12 & EiF
Thotzo Tz, MLiFE & MEEOREMHEIC = 30% L
roENSY, Ho, HEAORYGEAA S H M L2
FlE L EREIZ £ 10% U LD EEZ D20 O %
HEMA L U728 2 A, nSP-DIZBIT A USRI
eI AR AR i & Tl 3 2 BlIEERO Bz 0o
72 (Fig. 7A) o
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T7z2, PekikE OMEMBEMEZ MRS 272012,
BB MERA 1106 % FHvC, nSP-D & ySP-D & @
FHBEERRER & FEft L 720 £ R, el 4T
r=0983, MGy = 0927x+19.89 & Hif 72 AHR % 7R
L7ze $7:, MR L RHEOWEMIC +
0% L EDENH Y, Ho, HEOR)GENAD S HH
L 7o 3 Gm il & FEMAE L = 10% L EoZEE Rz
D TehRiA L L7z 2A, TeHES 2 B A 2 B2
o7z (Fig. 7B)o

B2, KL-6 & O IMFEMBEMEZ RS 272012
nSP-D & [f]— o B M 108 6 % J v THIBI 1%
AR Z AT L7z & 2 A, Mg HE P 438 T r=0.420,
=y = 0.106x+101.85 & AHEAME XA - 72 (Fig.

700 700

y=0.996x + 3.12 +30% y=0.927x + 19.89
600 r=0.997 600 | r=0.983
n=108 n=110

—30%

Discrepancy case : 0

Serum nSP-D concentration (ng/mL)
g

Serum nSP-D concentration (ng/mL)
N
s
8

7C)o i, WINOENEZHTIZ BT b EHER
W& L7z,

8) TEBERA DN

nSP-D & ySP-D |2 & 2 72 M |2 T i & 52 72 1Ml
WefkiZ, 2%1& & ySP-D Tl L7zl EEice L,
nSP-D T Ml Bl A5 +31%, +45% TdH - 720 T
5 OIEHERIE % B AR T2, 4145, SfEAL
nSP-DICCHlEf, FTNENHRERZ 2T T
SP-DitE# % L7z (Table 2)o WD IEEEM
BNV T L REERD E TR SP-D R 12K
TLZEZbOD, FOFEIISHEANT-87%, -152%T
?)O 720

C
700
+30% . ¥=0.106x+101.85
800 r=0.420
L n=108

g

g

g

Ol Discrepancy cases 2 I
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Fig.7 Correlation Analysis.
Scatter plots and regression analyses are shown. Blue dots represent individual patient sample measurements, and
black lines represent the corresponding regression lines. Yellow lines indicate the = 30% deviation from the regression

line (black line).

(A) Correlation of serum (y-axis) and plasma (x-axis) SP-D levels measured by nSP-D (n = 108).
(B) Correlation of serum SP-D levels measured by nSP-D (y-axis) and ySP-D (x-axis) (n = 110). Red circles highlight

discrepant data points.

(C) Correlation of serum nSP-D (y-axis) and KL-6 (x-axis) levels (n = 108).

Table 2 Dilution Analysis of Discrepant Samples

Discrepancy case 1

Dilution ratio X 1 X 2 X 4 X 8
Measured value(ng/mL) 220.9 209.2 212.4 201.6
Relative ratio(%) 100.0 94.7 96.2 91.3

Discrepancy case 2
Dilution ratio X1 X 2 X 4 X 8
Measured value(ng/mL) 165.1 159.8 162.8 140.0
Relative ratio(%) 100.0 96.8 98.6 84.8
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4, EBE

P SP-DHIERIE [F/ €7 SP-D] D&M
HERITo72E 2 A, PHTREEN NS EANHBEE X
CV 20%DINT, BIFRAREREE R L7z,
DLEEMEICBNT, RIERIFEZIHEKL0%
DOMEMD FF %R 72H, RAIEOIEMEMEILRE

WIRFED = 20% DIERET H 5 7280, FFEHHTH D,

X r ) 7L —2a VIIAETHLEEZZ DI
bo F7z, 26SDiEIC X AR AIL7.] ng/mL,
EREIT126 ng/mL & BIFThH Y, HE Ak
TWEORBIIRD SN rolze RRIEIZL S
P O ME MR I B B HE MO BN b BIFC
Holze Tz, ALAFEIEER RIRINGE DL % 2
T BB HEYSPDE OB M IC B W T,
r=0983, y=0927x+1989Td 1), BIFAR#ERTH
B Enn, ARFEEIIHERAEI TR RE 2R
MR HLTWD EEZ SN,

AR, 20 & D s S AP B EE - g
B % F 7 BB MIERRIC BT % AREE D1 REET
lfiFlBRCTlE, Wb 4 D & BRIk BRI
EORIFRMEAZEDTVRDHYY,

A ERHE 2 #PH 1% 15.0~10000 ng/mL TdH 5
A%, 20000 ng/mLETTO YV — L OEBEBIZL L
RAEIZRRD 2o 720 HEMAIZB W CTSP-DllE
fiEA$2000.0 ng/mL % # 2 A K2 E BT 5 2 & i
WmThHO?, HEMEICTHRILDTRETH L LE
25

PR T % ySP-Dik e & nSP-DAIEIC X 2
EMOMEME BIFTdH - 7295, nSP-D Tldfit ki
& DOTCHEMAR F 2B 72720, FiRGEER % 1T L
7oo AIRREABR DGR, WA L E R O 2 & ~
15% FEFE D7 % GO 7255, FFRFEFUS % i < /RIE$
LA SN o e W, TEERIED B4
T RS ELiZTH D, MoK
BALR SR TIETRBED TR b N e o7z F 72,
TR 2 TIIBE 63 g /dL OB K& [ I AE
ZRDODOD, WTNOTEHREDL 7TV T I v,
A/GHICE L CIEEREREFHBATH Y, HO A2 %00
a7 yOWINIRE ST, fEsa 7Y v
EEDOWEIRIZHATE N T Wi o 2720, [aM DM
25§ 5 2 L IEATRETH o 720 TEBEMRA 11X
PUSSAHLR DB MET B o 72 DR IS 1 25 B ALt 25 LA
M2 Sjogren FEMERE & RIE T 2 BRIRAEIR 2 720D,
)< b A FIRTRPISSBALE, JrBiks tv)
AMERTF FPUA L o HEYURIEBEET, A
Btz v~ —ilbR b B TH D, SRR
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BHIAT SN TV WS OOAREBEDOTRENE IRV &
MW SN T 5, G, W NOTRRERE b Mk
BEPSTFF AL A b — VAL F RN G 7
EDIgM % 1gG D5 % G-l 3 2 Miad 134T b %z 2>
ofzrz, BIEZTT) X BB
ELZRWVWHOO, ZNSORIET T T OB
FELTEREREZHEL TV ARV EnS, HnT
W DPURDEIZ X B STEDE G HDSTEEED JE A &
LCHEE SN W, SP-DOF v M 74131098
ng/mL & ENTEY, IP% X727 AEIZE Y SP-D
BEOERDPE LD 2 L SERBINEEO A 5§
FHRED ML TV b EEZ 5N 59, RREIZEW
TIREEMAA 26]1Z V31 & nSP-D 12 X & HIE A
KELVEHETHo DO, WRER & D HERET
LAy M 7ERBZTBY, BRI NS 7
O, [RATEE OB WL EED ERIRZ B~ DR
IR nweEEZOND, WHER L LHERIETH I v
M 7EZBRTWD S & H SRR END B
b btEZ 5L,
SEOMENCBWT, 7 v 7 ARERERIC X
% SP-D & KL-6 Dl EfE DA B M Id K <, SP-D &
KL-6DTElE % 2 L7 EBNCE L Tid, FEiEss
EOBERNT2EERFTL2FETDH L. BEIHRE
PRS2 BT, B CT Mm% BRI ©
I KL-6 572 b % WSP-D R ZRTOICHf L,
FAMEILRR IS % SOWE3 2 T i 70 W SRR % 5RO 5 JiE
BITIESP-D LR %R WKL6 FAEZRET AL
W bHEREEINTWEY, SP-DEKL6IZWVT I
HREAEMIEIETH D L DD, FIEH T
HETHLDIZx L, HEIHEMEKEAE TS
DB TFEYHET 5. M EFEICIEIAH
T B WS, ILTE KL-6 O 512 1 fiif b Rl
BEEZ L 0 R OMIBEEEN 2 7 EHICHEA L7
KL-6 DAIfAL B 2 A 2 ASHBZIE A 5 EI I S 2 4
BWBHEOIHEALLEELEZZ 5NTVEY , Th
O OEAMIIC X 2 FBUEAR 5 FHRE, I~
BATER % EoMiE)s, MifakEErEo SP-D & KL-6
OIEBRMANOBEAEHA L, WEOTEHZ T S
FTEEZOND, F72, IMiEKL6HEE XL
W &Th EAT 2 LMEESNTWE 100, SPD
R KL-6 (& B NG 2 O W 00 2 2 H 22 1M ~
— N —="TdH 57N, WEICEHELRE % R F R
VB0, WTNOMIEY — 7 — % EIRT L7
BMLTIE, ZNENoBEOWRELTERT HLE)
Hbo

Lo B AT L 72 MBI B v T, nSP-DER ¥ 1%
LABOSPECT 008 a |2 & % FARLREDS BIFTH 1,
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B BE)J U aNESTOE > AHETHLC-723GR01 % AL\ /- HbA1c BIER DEBIRE & ZDFRAM

BEIJUINEIFOEVSHETHLC-723GR0O1 ZALV:
HbA1cHIEDERMWIGEST EZDERAMN

Evaluation of “HLC-723GR0O1”

s, REHT, OFR R BIREZ, REEE IR, A

EE  HbAlcld, #E1~2s A OTPHMBEMHEEZ KBS 2, HRESHLIET > o —VIcER%
MAEHHDO—2TH b, HbAlcllESE HLC-723GR01L (3L —#kX &) 13, BIEEAT 70y ok
BREL 20D E— Fa A LT\ 5, BARICZHEN L 72 BB T, HTREE, SNEERE, E
TP, GROL & HERAEM K O GROL O 43#7 € — NI OB, @B, RIEEANEZ7 O v REERES
LOEEAEZUE L OBMHEEEIZB W CRIFAERENISE O N0 GRO1LIE, RS NHEFEOM VG IIC X
) Rk RN ORI G RIS ICFHTh L L EZ b,

Key words

1. 13UBHIC

NEZ B E Y Ale (BUFHbALe) &, #FE1~2
7 B ONFIGIMAEEZ L 5 2 LA 5, HERIWEZ
RMBET > b —VICHEHAZBREHEED—>2L LT
HMHENT WD, HEETIiE, 20224F12 H 12 HbAlc il
EFEH & L THLC-723GR0O1 (R v —#kaUatL 5 DL
TGRO1) %EAL7. HbAlcOWEHEIZIE, —i%
ICERERRED, Rk o~ 777 4 —
(High performance liquid chromatography :
HPLC) #:% &E03hF 55, GROLIGHPLCHE: &
JFHELE LTBY, BA 47 212 % - T
mo~NEZOE Y (LUNVHD) A @5 65HO 57
WZEEL, #HbIZx 9 %5 HbAlcDIFELZRET 5,
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HbAlc, GRO1, hemoglobin variant, diabetes mellitus

HE, RADHb ORI HbA S W25 5D TV b,
L 7L, HPLC#:TIZHbA 43 LAk o> Hb o HE iz
Lo TCEOFMENRART 5L 20, HbAlc DHIEE
B RITT DD D, B2, FLBBEIEL
O, BERIERERER 2 E oM BICB VY TEE
BEEHD (NEZ TV UF: DUFHDE) ASEE & 7%
LIEPHMEINTHLYY, F-HbZ2HT 57
I BEOBYIAEE & B LA, BEE Hh W
ANtV ZokE, HbAlcfEIZEEZ 2 X2\,

GROITIE, MEIZHELG525INHOHbIC
G T 2 EEOEBESE WS N T2, HbF A
i TH o 7234121k, HoF B Zt%me (Table 1a)
T A LT, ZOREYHRT L, T80
HbiZxh Ui, MERE O 520054 € —
F (Standard Short# X U°Standard Long : DL F
Short & U'Long) ZHVirid s 2 &2k o TEFS
FEIZo %479 (Table 1b)o

SlalFk 4 1%, GROIDOBEMNEAIZH 7Y, HMER
Mt & 520 U EE i 2 47 o 720 F 7258 A % BRI R
Hb JiE A35E D AL 72 FE B % FEBR L 72 O Thf & T 3
bo BB, KAMFIZHB T HHbALe (%) 34T
NGSPETHERL L T b,

2. WR

AMEHE, AN RFFEARET T RFEAN T R &
T A EMEE: - EERAMRGHEEESOREZ15T
WAT L7z OKERE 5+ —#%2024-051) o



HE) 7 a~E7 1 » 08t HLC-723GR01 & > 72 HbAle %€ D ZERE MR & 2 o4 HTE

Table 1 Features of GRO1
(@) sA1c Area
HbA1c Correction value = x100(%)
Total Area — HbF Area
(b) Analysis mode Short mode Long mode
Analysis time / sample 30 seconds 50 seconds
Variant Hb | Detection @) @)
(HbD, HbS,
HbC, HbE) | Separation A (HbE) O
HbA1c(%) reportability to
patients with Hb variants & {HikE] o

(a) HbAlc correction formula for patients with high hemoglobin F. HbAlc
values were calculated using the total area excluding the hemoglobin F area.
(b) GRO1 has two analysis modes and can detect hemoglobin variants (HbD,
HbS, HbC, HbE) . Short mode can detect hemoglobin variants but cannot
separate them (except for HbE) . Therefore, it cannot report HbAlc values for
patients with hemoglobin variants except for HbE. Conversely, Long mode can
detect and separate hemoglobin variants, allowing HbAlc values to be reported.

1) HREI%EE
K HLC-723GR0O1 (R v — k&4t 0 DUF
GRO1)
PERAE - HLC-723G9 (R v — &ttt o DUF GI)
2) AlEE#
(1) 2> bra— )itk HbAlca > ba—t v
N ORY — A&t
(2) HbAlc#ll 52 H 2 & B — W K # 1 K
JCCRMA4114 (— et Flk N B g
Y . DU, AZEH)
(3) AHESMERGET H BB Mk
MM D L < idHbAlc DHIEKEDSH ), 7
vAbF N AE R RILL 72 B E ORI T 4
DTG & BAEL I L 721001, #ad
OWEICHHT S F TIIEREEE L, Ry
H o2l e % 47 5 720
(4) HbF B2 X 2 flilE 0 R o tas Fgfk
L CTHbAlc 2 HlE L7z BE D) B, HbF
ED 55 % 5 L Tl L 72 HbAlcfE255.2 %
(FripEs) B L <3103 % (BifEEs) oMk,
(5) HbF B premad B & Bk
L CTHbAlcZHllE L2 EE D) b, HbF
NEfETH - /- BFO/EOMMET > bu—)
MEAR AR IH H % 5 L 72 3Rk,
OBEWARA 63 B, 1BHEFELB LU
WHEEHE 1695 D 72 DAL AT H o HEIRIE &
o

QBEBRB : 59 B, kg A IR O
7= O T AL HE % WA T3 % O AR I B M
3o FEMAIE A M F B % 5 S EE
B, RO Lo
QBEBIRC - T3B M, FNIEEEO /-4
Bz CTAbaeikm, MRS 1 o
(6) BEHb (NEZTE VS LUFHDS) HE%
EEZ LN BIRAE
BEWIED 57BN =7 3EH &
TV I — VAR RS, 18RRI, b
BRI 400 mg/dL, HbAlc 6.8 % & i % 54
s, 2RMERIEOZIICTA » A1) VEAHH
BENTe ZOHORAT, HbAlclH ASHE Ry
MAEDOFBICAI L TBLT 7 ar7vrsI v
(LUFGA) ZMEL/E A, HbAlcfli& GA
O TEHEDHESE S N 720 HbAle SR FLE T
HHIEPHENSN, BREHbE AT 50 HEME
MRS Nz IBEOIMED > b o — LTl
GAZH W B LT & 727 GRO1E A # 12
HbAlc & #ll5%E L 726
3. &
1) BHTHEE
B2 2mEED T Y b T — LB A 20 [l EEE Gl
E L, & EOTFHME I RFZE (standard

deviation : SD), Z#%%L (coefficient of variation
CV) #&EH L7z,
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2) ENEREE

B2l ay ba— VR A 14 HEIIEL,
FIEFEOFIME, SD, CVZH L7z,

3) IEREM

ST OMEHEY) L, FRAEE ISR i T
L7zo B IER R oG HE R 2 FE R L, SR
DIZHEY) ' % Short B £ FLong T 1124110 Al
EL7
4) 1HEM

$EAEZS \ZHH L 72 B R (n=100) % HvVCHlll
5EL7zo WEIIHEREE, EARDO2ODO5HE—F

(Short# & U'Long) TAT\, #5172 HbAlcfH
L 720
5) FMEYRE

HbAlc Okl (171 %) &AfEkE (3.0 %)
% Total Area?’& L < b & ) BIMEHERIC L -
THRL, FEEOFEE % H TR AR
Bl RS 7o R L 72 iR Mtk o HbAlc BiGm il &
Z OO HbAle EHMED & FINRIEE % K 72,

6) HbFRREIC & ZHIEXRREDIEET

LB TlE GRO1E A RFIZAT 72 B R B L 7 —
7 &0, HbAICHBEICBI A AN E % £02 % &
WELe 2O & XD, HbAlcFEHME & HbEF B
FEDEH 03 %LU E % 24 12 HoF B2 ns
FLL MWL 7o HhFBREOMIERN RE % ET 5
720, AFED SHGEERICER L7723 > o — ualk
EREE O HbAlc EMME L /R L 72k (5.2 % B &
103 %) EREHIZHV 72,

HERAE 4) OHbAlCERMHEA5.2 % DMk %,
HbF 2 X - CT5ERE (20 %A, 20~29 %, 30
~39 %, 40~49%, 50 %L\t) 1244, HbAlc
F2IME & HbF B2 0 HbAlc il (LT, HbF B 3=il)
% FM L 720 F 72 HbALle EMEAT103 % DBkl
BIF 5 HbAlc EHIME & HbF &M 122w T b FE{M
1177,

7) HbFBREEEED T

W REL (5) DMZE L, A T IR ORI (7
vibF b A, LA ) AV, HbAlc,
HbF B & IO EI L 7 vk M) o A5
%, GAOWEIZIZT VA VEERMHR L. %28,
HbAlc, HbF iZGRO1 (Short) % Hv»TAImCHlsE,
MAEEIZGAOI T a (KRBT ATV FF 1 —)
v CimdE (3500 Mz, 24 M sE0) CTHlE,
GA X LABOSPECT008 a (#kx\&#tHZNA 7 7)
 Fh A CIidE (3500 [z, 74 Hal) CHlE L7z,
HbAlcit # 48 &, Y. Tahara® ® # & X ¥,
HbA1c=1.73+0.245GA % VTR 720
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8) R Hb D5 Ek

BHEBAAED OWEL, HbAle, IMHEHHE, GAIXZ
L2 NLGROL (Shortd & ULong), GAOT a,
LABOSPECTO008 a & W TEE L 720 TN ThD
MAAE R, ERETH 5G9, GA09 (Hhisttr
A7 ¥ F74—), LABOSPECT008 (#::\<x#tH
SNA T Y ) A X BIRATE R & L 7,

4. &R

1) BHTHEE (Table 2)

2% (Low, High) 2BV THFIME +SDIE*
NZN51+000 %, 101=004 %THY, CVIZZ
21000 %, 040 % TH- 720
2) ENEHEEE (Table 3)

2% (Low, High) 2BV THFIME +SDIX*
NZEN51+005 %, 101*005%THH, CVIZZ
N21093 %, 051 % THh-7z0
3) IEFEME (Table 4)

ST ORLHEY)E OILRAME A S OHPHIL, Zh
ZN5.08 =018 %, 580 + 0.17 %, 743 = 0.20 %, 9.58
+£025 %, 1202%032 % TdH > 720 HEMEDF
BMEIZZF N2, Short T5.13 %, 5.83 %, 749 %, 9.68
%, 12.20 %, Long T5.17 %, 582 %, 753 %, 9.70 %,
1223 % CT&H > 720 10EHIE L 723X CTOREF L
BRANHE A S OFPANICH - 720
4) B9 (Fig. 1)

PERHE & AR (Short) MIOMEIL, MR
y=0985x+0.042, HHRILRELr=0995TdH -7z,

PERBE L E AR (Long) Mo, WIERX
y=0976x+0.108, IR r=0994Td - 72,

Table 2 Repeatability

HbA1c [%]

et Low High
Mean 5.1 10.1
SD 0.00 0.04
Ccv 0.00 0.40

Table 3 Intermediate precision

Fiksle ] Low High
Mean 5.1 10.1
sD 0.05 0.05
cv 0.93 0.51
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Table 4 Accuracy evaluation using Japanese Certified Reference Material

(a) Short mode Level-1 Level-2 Level-3 Level-4 Level-5
Cenifisd value 5.08+0.18 | 5.80+0.17 | 7.43+0.20 | 9.58+0.25 | 12.02+0.32
Expanded uncertainty
Mean 513 5.83 7.49 9.68 12.20
SD 0.01 0.01 0.01 0.03 0.04
CVv 0.20 0.26 0.17 0.31 0.30
(b) Long mode Level-1 Level-2 Level-3 Level-4 Level-5
CRmliieavalie 5.08+0.18 | 5.80+0.17 | 7.43+0.20 | 9.58+0.25 | 12.02+0.32
Expanded uncertainty
Mean 5.17 5.82 7.53 9.70 12.23
SD 0.01 0.02 0.01 0.02 0.03
Ccv 0.21 0.30 0.18 0.18 0.24

Five different Japanese Certified Reference Materials were measured using (a) Short and (b)

Long analysis modes.

(@) G9 vs (b) G9vs () GRO1(Short mode) vs
GRO01 (Short mode) GRO01 (Long mode) GRO01(Long mode)
15 15 15
g 10 R * g 10 . * g 10 R :
= [o)] jo)]
=2 / 5 / 5 /
€S K = 3 K <. 2 &
2 2 2
& o o
0 ‘ : 0 . . 0 . ‘
0 5 10 15 0 5 10 15 0 5 10 15
GO [%] G [%] GRO1(Short mode) [%]
y=0.985x+0.042 y=0.976x+0.108 y=0.991x+0.068
r=0.995 r=0.994 r=0.999
Fig. 1 Correlations of HbAlc (%) between different analyzers and analysis modes

X and Y axes indicate HbAlc values (%) . The G9 is the conventional analyzer and the GRO1 is

the newly introduced analyzer. (a) Correlation between G9 and GR01 (Short mode)

. (b)

Correlation between G9 and GRO1 (Long mode) . (c¢) Correlation between GR0O1 (Short mode)

and GRO1 (Long mode) .

HARE (Short) &EAHE (Long) MOHBE,
M3 y=0.991x+0.068, HHPMREr=0999 TH - 72,
5) &mMEYRE (Fig. 2)

HbAlcSERIME & BERME A & KD 52 @ ENY
#1%, HbAlcfH30~17.1 % DHiFATI100 £ 1.5 % LA
NTH o7
6) HbFEREICK Z2HIEXREDIRET

HbAlc EHMMEAS2 % DEE, HbFEA49 % L
DT RTOBKIZB\THbALc EHMHE & HbF Fi 2k
EDF1202 LT TH - 720 HbFHA50 % L1

DENZBVTIZED + 03 B L& 7 DDA S
7z (Table 5a, b)

HbAlcEMME103 % OMAIZE LTI, HbFH
7320 BLLEDKIEEGD Z LN TE R > 7295,
HbF 2.0 % i O FAR 12 B v T i3 HbAle 5 I fiE
CHOFBRZEMEDOEIZ VTN B 02 WU TTH - 72

(Table 5¢)
7) HoF BREHERE DS

(1) ¥ A (Table 6a) : L& FAGE R (X H)
PITIZ, GAH 5@ HbAlcFHEM (LI, HEH)
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(a) High HbA1c Low HbA1c | Measured Theoretical R
ecovery
sample sample value value
Mixing ratio [%] [%] [%]
0 10 3.0 3.0 -
1 9 4.4 4.4 100.0
2 8 5.8 5.8 100.0
3 7 7.3 7.2 101.4
4 6 8.6 8.6 100.0
5 5 10.1 10.1 100.0
6 4 1.4 1.5 99.1
7 3 12.9 12.9 100.0
8 2 14.3 14.3 100.0
9 1 15.6 15.7 99.4
10 0 171 171 -
(b) 20

°\E 15

[0

3

c 10 ¢

g

-

25|

(]

=

0 ! 1 !

0 5 10 15
Theoretical value [%)]

y=0.996x+0.036
r=0.999

Fig. 2 Recovery study by mixed samples
Samples with high and low HbAlc values were diluted with a hemolysis wash solution to equalize
the Total Area. Using the prepared samples, an 11l-step dilution series was created. The table
shows the measured and theoretical values, which were used to determine the recovery rate.

B LU HbALcEHHEDOBRIL + 02 %LU TH o 72,
LB PFHE AR (X+2H) OMAEATIX, HbAlcHE
HME70 %, HbFfE50 % CTH Y, HbFFRFAETS %,
FHEMECS % otz EHIZ20 A% (X+4H)
DA TIX, HbAlc%ElE6.3 %, HbF FrZ:ME6.6 %,
RHAAETO % & 7 o720 7 BILEE T O F2CHDF
fEAS EH L2 E#2 5N,

(2) ##B (Table 6b) : % -4 [ o B MLHE
DZEEL88~136 mg/dIDE THER L C&7. YH
AR IMEREA) 2 2 A i L, DU AR iR H) o
ML 22 Ve Y+5 B O T, HbAlcSillfiti43 %
THhY, HoFH126 % & mMETH > 722 & 2 5
HbF et M L7z & 25, HbFBREE48 %
Llpotzee F7z, FHEAEIZS3 % Lo 7,
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(3) H#&C (Table 6¢) : ZH O #4: T, HbAlc
FMMES1 % TdH Y, HbFEAT106 % & @l TH -
722 LB HbF L 24T 572 & 25, HbF B2l
57 % &7 o720 FHEAEIZ69 % TH o720 EHIZ,
Z+2 A O T, HbAlcFEMIME6.7 %, HbF 87
%TdHY, HbFRFMEIZ73 %, FHEMEIZT5 % T
Hotz,

8) EE Hb DA Bk

GRO1ZEAFI I BT D IMHE T > b o — )L B EIE
HowWEm R%RY (Table 7). WIS X O
GA OZEBHIZ L, HbAlcflIZ48 %7583 %~k
KE LB 720 72 GRO1E A LLFT 0l 5EMH 13,
FHAE & HbAlc FEHEIC R & 2 TEBEATTRD &7z,
HbAlcHlEED 7 1< b 75 21, GITIEHEE ¥ —
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Table 5 Consideration of the target value for HbF
exclusion

(a) HbA1cvalue : 5.2%

P | o | M | Mesn iference
Less than2.0 | 10 1.09 0.03
2.0~2.9 10 2.45 0.11
3.0~3.9 10 3.36 0.17
4.0~4.9 5 4.58 0.20
5.0 or more 4 7.45 0.35

(b) HbA1cvalue : 5.2%

HbF [%] ExHbA1¢[%]
44 5.4
45 5.4
4.0~49 | 45 5.4
47 5.4
48 5.4
5.3 5.4
500r | 60 55
more | g2 5.6
10.3 5.7

(c) HbA1cvalue : 10.3%

Mean HbF | Mean difference in
0,

HOF[%] | n | Value[%] | HbA1cvalue[%]
Less than2.0 | 10 1.08 0.10

(a) Measured HbAlc and HbAlc excluded from HbF
are shown for samples with measured HbAlc of 52 %
and HbF of 40 % or more. (b) HbAlc excluded from
HbF is shown when HbF is more than 4.0 %. (c)
Measured HbAlc and HbAlc excluded from HbF
when HbAlc is 10.3% and HDbF is less than 2%.

Table 7 Laboratory findings in various glycemic
control indices of patients with hemoglobin

variant
Pre-introduction Post-introduction
(;33?1[529;1/13}(,]” 130 ¢ 183 4
(11%512)./(0)]%) 2114 239 ¢t
000 48 4 53 1
eHbA1c [%] 6.9 76

Pre- and post-introduction laboratory results of patient
D. BS, blood sugar level; eHbAlc, estimated HbAlc;
Arrows indicate comparison to our reference range.

Table 6 Laboratory findings for various glycemic control
indices of patients with elevated HbF levels

(@)  month X-1 X X+2 | X+4
BS [mg/dI] 183 357
HbA1c [%] 7.7 8.8 7.0 6.3
HbF [%] 21 2.2 5.0 5.0
GA [%] 24.2 28.6 18.7 21.4
Ex HbA1c [%] 7.8 9.0 7:3 6.6
eHbA1c [%] 7.7 8.7 6.3 7.0
Chemotherapy - - # #
Diabetes Treatment * # & +

(b)  month Y Y+1 Y+3 | Y+5
BS [mg/d] 15 108 92 159
HbA1c [%] 43
HbF [%] 12.5
GA [%] 14.4
Ex HbA1c [%] 4.8
eHbA1c [%] 5.3
Chemotherapy - - - -
Diabetes Treatment - - - -

(¢) month z-2 z z+1 | z#2
BS [mg/d] 17 171 190 235
HbA1c [%] 7.6 5.1 5.4 6.7
HbF [%] 7.2 10.6 8.9 8.7
GA [%] 21.0 23.7
Ex HbA1c [%] 8.2 5.7 5.9 7.3
eHbA1c [%] 6.9 1.5
Chemotherapy + + + +
Diabetes Treatment + + + +

(a) Laboratory findings of patient A over a 5-month
period are shown. Chemotherapy began in month X;
there is no change in diabetes treatment thereafter. (b)
Laboratory findings for patient B over 5-month period
are shown. No chemotherapy or diabetes treatment
was administered. (¢) Laboratory findings of patient C
over a 4-month period are shown. Both chemotherapy
and diabetes interventions were applied.

BS, blood sugar level; eHbAlc, estimated HbAlc; Ex
HbAlc, HbAlc excluded from HbF.

137



R & HEML 50853 %

7 OIeE 7% - 72 (Fig. 3a). GROL @ Short Tl

Y — 7 2 &, HbAlcfEIZES N5
72 (Fig. 3b)o — J7GRO1 ® Long T, A0Q4 I (2
HEM L T2 BEHb 295 B S 1L, HbAlcfEA™H
517 (Fig. 3¢c)o LonglZBlJA270x 7540
NF — 1%, HbS &—F L CTw/z (Fig. 3d, e)s

5. BE

S A L, BT, ZENTEBREE,
AR, ARG O IE B 12 B\ TGS 2 1T
VWL B RS R A S 7z, HbF BRZias
VB L HIWT S A HDFEIC DWW T I g T
OPHE SN TEA, THIZE ) 2O RMEIE
e THo720 7, 22 THRTHMITEITV,
HbAlcE Ml & HbF D %% 5 F 2, HbFH
50 % Ul E#% HbF B E DS TH % L HIWT L 72,

WA O RE ST 2, BBETIEHEERHO/F W
Short THIZET A Z & %5 —#R & L 72, Short T
HbAICMEA RS N Do 728 a1E, RO XD I12xt

IBL T, £3, HhF A EMETH o 1213,

HbF Bt Re 2 M L T2 o B4 ¥k L HbAlc
fEx%HE L Twd, 3 TIESNZWEEA, S HbF
MR L7 ECHbALe O FRIE T A2 &
MBTEL72D, BEORIEIZLE LR HHREH TRER
PS5 N D, T2, HbAlcDO ¥ — 27 5 N4 h
o 72 R B Ho OETED S b L7261, Long
THET B0 WITNOMWEDS LHD T T 4 L HEEE
EHL, K VIBRIEOATEZIZHIE— FO)D
BRANTE b,

20l O HbF B A A e O 8- T, BEIRIF ISR 3

(a) (b)

AR ELEE 2 AMENDS L, o
BT REGEEO L WEEZED ) B, HbF 2550 %
Dbz 29 2MEz v, B AR, [LFRE
Fids (X H) LI HbF BRZE & FH&EME & o
TEBEED A SNz TIUIGATEDOEEINALNS Z

&, FLTUEEEEOZELEZ 5L HF O
fEfticE bR I NL, EEHB BLUCIE,
HbFBRZEIC L AENALNDHERE o 24
BeCl, HMERFIGHE % B TIT > TV 5 BE DB
REDHEANTRIET 25634, HERED
HCHERIR ISR A A ADZELB X OEBRIEICE L
TIHHRIEET 5 2 L IIHEETH B, M > Fo—
VOFREEIZIZHbALPIAMZ b @7 1~ 28 o F1
MAEME % S 5 GA 2B IF H i, HbAlcfli s O
WIS IEDOHE 2 S 59, LA L HbF & H < 5% Hb
DR THbAlCEAMEN O M B RE % KM L T\
WA, WEIITREET 5. S OIERERELR &
W& D, GADSARDMBEBIEE % KWL 22 W&
Z2bNb, Lo TEHAME &L HoFBrEHESLd —
HTAHLIEES 2V, 202 L L) Y4 TIZHDE
HEMETH - 254, HhFREIC L > TELN
HbAlcfEIZZEZME L THE L T b, T 2R
[ZF L ClE, HbFE2SEE T b, HbAlcfEICH
A RTINS 5 720 HbAlcHIZ S EHE &
LTHETA 2L, BIOGAIZ X A5 % 4T L
TERTLZ 2R L TV D,

—HEEHb X, I FE TR TR 1400 FEEE D
b2 s T& 72, GROLITIE, ZOHTHHE
D \WHDD, HbS, HbC, HbE 453 % M, #
LCHHET A ENTRETH L, NSO Hb

(c) Hb Variant (d) .

) v
i
| | } | eLer0Y i
\ ) ‘ \ I i\ GRO1
A | | ‘.‘ ‘\ \ | | (Short mode)
\ [ \\ ‘ ) \\ [ ‘\ " \\ ‘ ,‘ (e) HbS
il ‘ L\ YR | | v
(‘ L | R .’(\ 9 | } “ ‘\- f | / \ &
I | N | \ 15 \/ \\
1] Wl [ {
G9 GRO1 GRO1
(Short mode) (Long mode) 8 =
GRO1

(Long mode)

Fig. 3 Chromatograph Comparison between G9 and GRO1
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AT LG, ANTHEAERIIBW TRV
JERD LIRBETH ), SEBREEIZBVTI,
HbC THERE DS REE MR M %, HbS Tl ik
RMIKIEZETHEENTWE, T, MMoRE
bR Yo I 7L OBEEANTUEAREEFET A
BEREREE L0 HDH9 0, oL

HbAlcill ZEEF 12 GRO1 TEH Hb A% 720 b L7 B
W2xF LT, ARIMEEREORERR % BITHEM L T
bo Tz, MESFMHA CRMERIZEE D RE )& b
N7 BFE I LTI, GRO1 THbAlcDilllsES L O
BEHb DA MZFER L T b, SFk s 98d L
72BEDIE, zu~ T T LADNE — v X ) HLS
BWEETH D EEZ SN KRNI OHRAR MER
REMPT R % & ORFRL T R EBAFTRITEEO 57
Motze TOIE LY, NTOEAKROHSHER
BHTHDHZENHEN SN0, TORITFEEEILE
Ehole BEHbOHBABKIIARATIIM TS
505, MEANTIREEHRE SN CTwa ! 2, JrdE
DOr7a—rALIZ LY, SHRERENIZBNTHA
EIEZEANORMISIEHIML T e TRl S,
B Hb M e D) B, HBE OEBITEN R ER DI
RICOBDDWHREED H B L V2 b,

6. &g

GROL T HPLC #: % J5 Bl & | 7z HbAlc il ¥ & T
HY, WERMDOEZR Z2OD5HE— N & HbF B
FHEEEZ AL TV b HEROHPLCEZFIM L 72
HbAlc#ll%E T, HbA 7y LISt Hb D HENIC &
S TCZDFEENAT L %Y, HbAlc DMIEMIZ
BT RIZTIENDH o7, LA L, GROLIZHER
SNKHREZ VT2 XD, BEHb DA
% HbF S HEENORIEA T RE L 72 o 720

GRO1 D AL, HEF OIS & OEIER 7295
BOFERIZD %D % W RetEdVRIE S 7z.

B, AREOERIZOWTIX, HARERRER
FRFESRETIHEL 20

REGLOFFICHE L T, BRTRE COIRER
12H AT R\,

X @k
1) MHE%, fAEd, Pl S . HbF o8nas
I Bk % 42 12 95 4T L 7z refractory anemia with
excess of blasts (RAEB). Fi/RIMLE 1996:37:
60-64
2) HARMAMEF S M. A Y v ¥ — FHRAMES,
AR, R Rk A R, 2021363
365
3) HA/RNRIME - A S ANRHIMmE - ) >~
INHE BBHETA T4 v, 3R, &R IR
St WOE, 2016;69-70
4) B TR, HbAICHIEIZ BT A NEZTE N
V7 v oKD W™ T, JJCLA 2016:41:
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5) Yasuhiro Tahara. Analysis of the method for
conversion between levels of HbAlc and
glycated albumin by linear regression analysis
using a measurement error model. Diabetes
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B £ BEMES KBRS FATER AIA-CL2400 % B /- IL-2R REQ KRS

EEEMEERCERTEAITERE AIA-CL2400 Z AL\ e
IL-2R s FE D ERERRET

Evaluation of the analytical performance of an IL-2R reagent using the fully
automated chemiluminescent enzyme immunoassay system AIA-CL2400.

HRE 2, ARG 12, IR — 2 A

By ®y-—#HA&HIymEIhis

SRR IEN SRy R L 55 [AIA-2Yy 7 CL IL-

2R DEBERIME 217 o 720 BHATHEE D CV 1d 3.0%~4.9%, EV\IEIE*%F;O)CV i?)l% 7%, R

(3223 U/mL, AREHMEE19,1887 U/mL % T“lﬁﬁ"?‘]‘iﬁ%ﬁﬁé
Mk & QMBI TR IS TEBER R 2 500 72 b O DI - 1Mk
SEDTRET D V), D% 5E L 72 Rl 12 £ 0 R

Key words soluble Interleukin-2 receptor,

1. 13UBHIC

Avy—uAf %2578 (Interleukin-2 receptor ;

IL-2R) 1E THifg BAifg o KM LICZB L THBY,

a, B, yD3IOOMBERMETNE» SRR SN T
Who ZOW, MHIIEREL 72 a SHO— A AN
IL-2R (soluble Interleukin-2 receptor : sIL-2R) T
HY, THIEOWEMEILEZ L T 5, sIL-2RIZIE
R Y F 1) v vfE (Non Hodgkin lymphoma :
NHL) < p A T g 7% 11 1l 9% (Adult T cell
leukemla lymphoma : ATLL) 7 & OBl - £
WWHERESN, HEZEIHLONTNnS MY,
/\lﬁl B — RSt & 0 LSRR e e
#: (chemiluminescent enzyme immunoassay ;
CLEIA) ZEHE L L, 155 Tl % 1] §E % ATA-CL
U) — AE S [AIA-7%y 7 CL IL-2R] »SBA%S
SN, COREMNBE 2 1To72. £72, MARATLE
K ORI, ~A 70747 A2 X BHEEN

72 HAFWHEIC K BB, xt
Eﬁ?f%oto ZIKEfc%ci 1545 & JEIRE <l

Cﬁﬁkféék%x%?ﬂ.%o

ATA-CL2400, chemiluminescent enzyme immunoassay

B OB A T 5 MEERR & DMHBIIZ D
< Mﬁiﬁ%ﬁo 7ZDOTHET %o

2. MEBLVFHE

1) &R

INCPNES TR e sILZROD(EJEﬂE%E%)‘Xr)o
72 BEFE ORRAG - M3E (EDTA-2K) 44615
S OEHEH W7o ABENZOWTIE, IRBKR
FRBERBRORBECHTEBL 2 KERES
E2024-055],

2) BIERES LV BIEHSS

3L AIA- ¥ 7 CL IL2R (v — kX&)
(LJT ATA) % Hv, HEMLERGEESR Rz ille

F9E ATA-CL2400 (B —#Ralatt) o TillsE L7z,
FrYTL—FBIrar bu— L, EY K
SAEAER L 2B SR A L 72

xHHEEt#E & LT A7 4 ¥ 7 CLEIA IL-2R (PHC
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Met&#t) (DUF, STACIA) Z#fH L, £ Bk
RIS A 7 A STACIA (PHCHRF &%) 12Tl
EL7,

3) AIEEIE

MIL2R~Y 7 AE /) 7 a—F VPifk & HwW/22 A
T Ty N Ay AL 5O R e ik
(CLEIA#:) o MR EHTIL2R~Y Y AE/ 7 0 —F )b
Ptk % s S, B/F5fEt:, 7V A )RR T 7
Y —EPERRSINIPIL2R~Y T AT/ 7 0—F )
Pk & MBS 5. B/F5lite, BERGHLMNES
L7 E L C3-Btert- 7 F )V -44-F X F v
267 M)A XL ul3200NT M-1-A)V) T
TV YRR ATV YF MU A ERML,
BRICE DB THONLFENERELRET 5 &
WZED, BERPFOTAESEIL2RIBEZHET 5.
ERMIZ 150 TH 5,

4) Bk

(1) BEATHEEE

HHay o= Ry A& 2REB X
7 — VIE 2 B 2 20 [ 8 el 22 L, FI9HE
(Mean), HE#fF7# (SD), Z@IRE (CV) 2 H
HL 720

(2) ENFHIURGE

BHI Y PO V2REB LT VG 21
Z1H2W15H M % L, Mean, SD, CV % &
L7,

(3) E=MRA (LoQ)

TIREOBGRERE O v —#RaNatt & 0 $24t)
Z1H2[5HMME L 720 FABRZERSREZ CV
20% & L LoQ xS L7,

(4) AREHE
SIL-2R &5 B o0 BB MR & ARG (B —Hk
Aar) ICCHBRBEAHNL, FNENIEMEL 72,

(5) AFWE D2k
FTHFLy 7 - ATITIABLOTHFLY 7 -
RE75 2 (Hizv 2 x v 7 2EMH) 2w,

TEERC ) Ve y fagiivy ve v, B, LU,

VR b A PR OREZHERL 72 THWERN
A O & B L 10% U LD ZE B R Z2 B0 7256
e BHY L LT

(6) AHPEMERAER

LA TR 2 SIL-2R O MIE KA & > 72 B B
DFRAMTE - MIEZ 24461 % ATA THIE L 720
STACIAIZ & 2 B ML sIL2RIEIE & IR & L,
ATAIZ & A 1M STL-2R 2 BE 7 5 T2 ATA IS & A 1M
BESIL-2RIEEZ Nz ivT, MBIRE, RERO
HEB LR ZHRM L7,

(7) TEHERE 5 O SFEHT

X FEEAER E A O + 20% O RAR % R & HoE
L, So% bR E T 72,

O REER

STACIA, AIAZNZN CTHHERMAB L O
Motk %, BEHAHGEIC TLORBAME, sIL2RIERE
Zl5E L7z,

(2Human anti-mouse antibody (HAMA ) W 5B

I BE JE B M2 1K o Ifi i & Heterophilic blocking
reagent-1 (HBR-1) (Scantibodies#: ) % HBR-1®
FREEA 20 mg/mLIZ 725 X)WmL L7z, 5
SrERER, SIL2RIEEZMIE L7z, I bu—)uifl
& LT, TEREAED] & AR B O sTL-2R i FE C T #E
LTk zHH L7z,

(8) f#RHT

ERET ONTICIE, HARBRRILESAEA LT
LEENEEZON) F—ya  vERH 7075 A
Validation-Support-V6.3 & v 72,

3. BiE

1) BHTHRE

BHHI Y MO — VOGRS ASCV 37%, SikkkEE
BWASCV 32%, 7' — VMG ORIEEEACV 4.9%,
FIEEEIACV 3.0% CTH -7z (Table 1)

2) ENBHEE

BRI Y M u— VOBEERASCV 31%, Sk
WASCV 38%, 7 — VIM{EDAREEASCV 7.7%,
RIS ASCV 62% Tdh - 72 (Table 2).

3) EERR (LoQ)
REERZEIRTUIE % CV 20% & L LoQ % 551 L 7= 4%
R, 223U/mLTH-7 (Fig. 1)o

4) FHRERM

191887 U/mL & T R 2 E# I 2 fERE CT & 72
(Fig. 2) o
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5) HEMEORE

HEHERI ) L ¥ 212200 me/dL T, AR Y
YVE 213199 mg/dL T, WIMAEZ TV ViR
510 mg/dL 3 T, FLONE2840F L~ Y L HIEE T,
) kA FE 1500 TU/mL 3 Tl i s g
XD SN 72 (Fig. 3)

Table 1 Repeatability

control pooled serum
1 2 1 2
Mean (U/mL) 419.2 | 10839.3 | 339.4 1047.1
SD (U/mL) 15.3 347.2 16.7 31.0
CcV (%) 3.7 3.2 4.9 3.0
n=20

40
35
30
25

20

CV (%)

15

10

sIL-2R (U/mL)

Fig. 1 Limit of quantification
The limit of quantification was determined to be 22.3 U/mL.

Free bilirubin (mg/dL)

Conjugated bilirubin (mg/dL)

6) MEEIMEEER

STACIA & ATAZ & % IfiL i sIL-2R i FE D FF B 11,
Ezty =1.03x + 80.0, HHEMHREr = 0999 T - 72
STACIA & ATA 2 X % % sIL-2RIE FE D AHBE 1,
mEsty =1.04x + 827, HPBHREr = 0998 TH -
7= (Fig. 4), TeHEL7-fER % 1617072, &1L 33

Table 2 Intermediate precision

control pooled serum
1 2 1 2
Mean (U/mL) 424.3 | 10938.9 | 355.3 1042.4
SD (U/mL) 13.3 412.4 27.4 64.4
CV (%) 3.1 3.8 7.7 6.2
n=20
20000
16000
3
£ 12000
B
ﬁ 8000
=
4000
0
0/5 1/5 215 3/5 4/5 5/5

Dilution ratio

Fig. 2 Dilution linearity test
The upper limit of the linearity was 19,183.7 U/mL.

Hemoglobin (mg/dL)

900 900 900
750 _ 750 50
- = -
E 600 E 600 E 600
2 450 — S é - 2 450
= o o -
23 300 &l 300 300
| = =
“ 150 @ 150 @ 150

0 0 0

0 5 10 15 20 0 5 15 20 0 102 204 306 408 510

Chyle (FTU)
900 900
750 750
600
450

Rheumatoid factor (IU/mL)

{

sIL-2R (U/mL)
IS
g

300

sIL-2R (U/mL)

150

0 568 1136 1704 2272 2840 0 100

300 400 500

Fig. 3 Effects of interfering substances
No significant effect was observed on the measured values for free bilirubin (up to 20.0 mg/dL), conjugated
bilirubin (19.9 mg/dL), hemoglobin (510 mg/dL), chyle (2,840 FTU), and rheumatoid factor (500 IU/mL).
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All concentration range

20,000
3
£ 16,000
2
2 12,000
=
N~
% 8,000
=
? —
E 4000 n=dd
ERS ¥y = 1.03x + 80.0
2 r =0.999
0
0 4,000 8,000 12,000 16,000 20,000
Serum sIL-2R (STACIA) [U/mL]
Concentration range <1,500 U/mL
1,500 .
=)
£ 1,200
2
ﬂ 900
N
& 00
3
=
g 300 n=32
g y=1.13x-6.7
0 r=0.973
0
0 300 600 900 1,200 1,500

Serum sIL-2R (STACIA) [U/mL]

All concentration range

20,000
-
(]
£ 16,000
2
< 12,000
=
=
& 8000
-
=
w
© £000 n=44
% 00 y=1.04x +82.7
& r=0.998

0 4,000 8,000 12,000 16,000 20,000
Serum sIL-2R (STACIA) [U/mL]

Concentration range <1,500 U/mL

1,500
=
£ 1200
=
< 900
=
=
S
-
]
< —
£ 300 n : 32
2 y=112x-115
;h r=0.976

0

0 300 600 900 1,200 1,500

Serum sIL-2R (STACIA) [U/mL]

Fig. 4 Correlation
Correlation between STACIA serum and AIA serum, as well as between STACIA serum and
AIA plasma, was evaluated. One divergent sample was observed in both serum and plasma.

Table 3 Details of the discordant sample

sIL-2R (U/mL)

age sex ATA STACIA

serum plasma serum

Diagnosis

Discordant

33 | male | 1304.4 1330.2 947.0
sample

Acute lymphoblastic leukemia
Follow-up with immunosuppressive drugs after

allogeneic bone marrow transplantation
(TP: 5.7 g/dL, ALB: 3.8 g/dL, IgG: 487 mg/dL)

BEBHE, Y >SRN S L C R B
BB CH Y, SRR & S L T 7
#41% Table 31277,

7) TEBEER DR

AR PR ER CAeHE L 72 4E B8 1 EBIRRD 7z 72
B, BIBE 1T 72,

O FGERER

STACIAZ & » THIE L7234, 1055880 L 72

EAE (AR EMIER) 1F, 1IF TR IIE O
140.4%, 1% CILFIMAE D 1249% & 7% - 72 (Table 4),
(2Human anti-mouse antibody (HAMA ) WX 555k
HAMA WIRGEABR TIE st 3e 12 X 2 mIEEICR &
HETFD BNk o7 (Table 5),

4, BE

CLEIA#: % FH & 5% [AIA-7¥y 7 CL IL-2R]
ORI 2 47 o 720 TR, ENHEBUEE, &
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Table 4 Dilution test

original (U/mL) x10 (U/mL) X 10/original ratio (%)
serum 947.0 1330.0 140.4
STACIA
plasma 1057.0 1320.0 124.9
serum 1304.4 1215.6 93.2
ATA
plasma 1330.2 1258.3 94.6

Table 5 Changes in sIL-2R levels following HBR-1 treatment

Reagent sIL-2R (HBR-1 treated) sIL-2R (HBR-1 untreated) sIL-2R recovery ratio
&8¢ (UmL) (UimL) (HBR-1 treated/untreated) (%)
. ATA 643.23 651.73 98.7
Discordant
sample
STACIA 651.00 613.67 106.1
ATA 535.27 552.73 96.8
Control
serum
STACIA 575.00 586.00 98.1

EIRA, AR, EWEOZE TS B

T DHRMYEDH L9, MiFzHv5 2 & TEE

BAERDPE SN Tze ERERFUZOWTIE, HIEHEFH
TR (50 U/mL) % + 43 V2 72 3 B A 70 0 o &
DO N7z MREMAREIZ O VT, Btk
50,000 U/mL T& % %%, 4 EO#E T1319,188.7 U/
mL F CTL2HETE Lho72. LA L, 20000 U/
mL Z @2 5K TH B 720, V—F UL
BT HARAERHME THATELER L, &
%S DICHEREORED RN SN ZBIIE 5% W
AR %o

SIL-2R DAL IEAR T F > ) VSR A T
MMM MR 721 T <, v asf F—=2 X, B
VTR ETMA, MR R 1gG4 B
HREDEETHKHSIND 5 L, MEKENRDS
AL 7RI SN TV 5 Y, BRI L L TOEE
HLE T, BELERBEPLE L SNTWD,
STACIA D MIER 252057 TdH 5 DR L, A&
EOWERMIZ1577TH Y, CLEIAZEZ FHH L §
%A OH TIIHREH TRIEDTTRETH b0 4l D
Bat#E R &, JEAT9 % IL-2R Ml 38 & Je L A
B WA TH L Z LS NI R o7z, &
o TAGAIIZ, % T IR 25 RS TR IR
T&bEER D,

SRR I HUEHUR OS2 R L 72T EETH
b2, ZHSHIWHOKE % 2 IR R UG
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MWEZONLEXA 70747 X ABEETH
FRODLEBTLHFTH L, SRIOKETTIE,
MO &7 5T IMEEIZ BT L STACIA & OB
PEIFCTH -7 MEETOMEIZY A 7T T 4T
NEBDMEENDOLENEMTE L, EHIT, &
ALEAAR D X 9\ IMEEE R % Rf O BEA 7 { Mt
L OEMEDTTRE R 2 &5, MAECTOMEHT
RELRARHIETFHTH L EER S,

AR ERIZ B W T LB OTRBERIR % 580 720 &
FEs3mBEmT, A% v MR IR IR L TR
Tl R A REBIE R CTh 1), FIEIIHIH &
L Cwiz, MPGRBROM R, STACIA TldIfiiE T
O 10 i 7 B 72 i 23S I 0 1404% & @i & %= 1),
M4ETY 1249% & & & 72 » 720 STACIA TD 10
BRI 2S, ATA TO R B & O 10 557 BUR 3
CRISRETH 722 L Hh 5, STACIA TOHIE
RO D DOFEE L T BIRMEIC R > T b EER
L7 ARRF TS bBMHAEE LT
HAMA WIGRER & e 71 7)) v IR o %
LTWwio, L2 LESREEORESTETET
OB FEHTE o7z £2C, &EH T
VT - 1gGOMENE & S HflH & M H L CTw
eV BEEENS, T a ) I K BB
EOTREMED J7 A3 &I L, HAMA WGBSR
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TFEMLZ. L L, HAMA WG TIZZEDFE
HHENT, FERFEINIIES h o7z, ShlEEHEL
RO EFERIE, S MR mEICE LT
[FIFEARSAE % T d 0 RIEIHIF T TH > 720 A
STTHWREIZ I FABRORRE R OME S & Eh
Thh, BEERICEINLERN L OBEMIT RS
Hhahol. TOZENLY, KRR
7= 7 R ERR VRIS L ETH D EER B

5. f&s8

[AIA-7% vy 7 CL IL2R] O REFENMERE L BT
Hotzo HBAMIZHBWT, IMiES1T T4 IMETH
ABE b BIFCTd 720 ATA-CL2400 D5 IX 155 &
EERTH Y, RREIIRHE D DLE L 7o ik Ty
WX DERICEMTE S LE 2 5,

AIET AL, FAREFRRARF S5 56 0k
12 THE L,

iy

R SLDFEFRIZHHE L T, FlRd <& COIEMR
WZHHEERETH) A

X
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5) MAHIFM, HHEHE, BAEZIE. BRI
H B 547 2 1 TBA2000FR 12 B 1T % #i #l sIL2R
HERIE [/ €7 IL2R] O HERERFA & sIL2R
MARIC O fENT.  H AR B B2k
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6) FEHE . OHEER CHEME LT WIRFRIG
& OMERTTE. EWHEE AT 2017401156~
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X8 [MAE%EREPOCT MIbHEE % 24

X8 [MAREEEPOCT Xtz &= 15

Learn about Hematology and Coagulation related Point of Care testing.

KHFRA TV g ZE (7R Y PERSHE, &t r o a3,
F— T NZHN - AT T AT 4 v 7 AR SN, kAT 1 H VRS,
BT AV ARDEMEERR A S, MRS S 8 ERT)

Key words
XS, Hb801, COAG2N

1. FUBHIC

KEHIMEEOBRAEE & L ORIk RImER
MEIE (RBC) i M) AA— kb NEFOE
> (Hb)flE R fEkiflsE (CBC) #d %, -k
HASIMAE (FFP) i I | B 100 200 o [ i 202 &
HMENZE=5 ) v 74 Ao 70 Oy e
Y (PT) 74 7977 VigE (Fib) %ED
IR IMEEEARTED D % o BN T O AT, BT E
TOFEN 7 EXHYMEERR AT O B, IO My % %
Bi CBEDA~S) ¥ G5 0E=81) e LT, iEE
{LEEEREE (ACT) &\ ) Filfi=, SMEHFEO
MAETHE b H 5o € L CERHE LI AR A F O T

M) 7 =Y xX—=%—=71, POCH-80i, i-STATI1, Yumizen H330CRP, 277 F = v

FEZ R TIRIE L 72 5 D-dimer 2 ERATHE B ® %0

Rt I F—0FEBETIE, K HIMEEOGHEIE I
HHRT & 2Rk 4 7 oRAEIL - SR - ARVA A B o
POCT M5 %% - i3 (Table 1) 122\ T, 23
Mo OB L EBRIIE S I Tl T /272
&, HTEL ZOEERICOWTHBEZ RO TV
727272,

EEH1 DEA~Y— (PUT—=I™MX—4—-7O)
A5

[t s 2T 38 & ONETRERIR IMARRE D R W, 1R,
FHICBETAHA RS54 >~ (20174ELETH) | Tl
Jili MG ZEREAE D 2 W 1L, MR X MG E - LB,

Table 1 FE#HPOCT HIishdr—i

AEJ/OEY Hb801 7+ 74 #

(%) 743

747V COAG2N

EEEB POCTX I t42R BRFE =t
@|DEA~<— FUT =M X —Z—T'0 | F=Y - JUZAN - RATT/ZT 4y 7 X (KR)
@|CBC POCH-80i YAXy g R ()
®|MH =R - ACT SSTAT1 7+ 54— 7Ry bERSH
@ |CBC Yumizen H330CRP () SEIBEERT
® |PT-INR A7 F v XS KA T4 hL ()
®
@

B+ 7 AL ()

*1Maiko Ohta?

R ARG BRIRRAES

Department of Clinical Laboratory, Kameda Medical
Center
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F2E [ A B POCT A ISk as & 52 5

BRI A7 A 534, A M B Lo i P A L 2 O,
D& A~V —OHFHEITRENT DY,

D %A ~— 35§ 2 K I B AT R EE A
N7 DI S N Do B, BRAERERR
BHEEPE (Fhbb, HRIZIZEEPTET
HHHEMEIZIR), BB VITHEFEDLAICD Y
A~ —OFFfELS E & SN TWBEY,

LfE, F)T7—Y A—%—71 (Fig.1) ZHw
72FEBHZBUTD YA v —B LU, POCT Mt héds -
REDIGEEF LI OWTIRHE LT o

B. EBAR
1. &EBIE - BV RKVEEEA
FEEME L) N ZLL T oY) TH A
1) B
CHEEY N TV A= —T7 1
-{IEHE DA~ —
HEIER S el 3 mEE (EDTABRMAEE %
DH)
R EEL B ERE (ST v T E—)
- WSERER R 2043
- EERGAR 250 u L
- MEHER - 100~5,000ng/mL (FEU)
CHFREE D M) 7Y F A MDY A v — (P
2~8C, Zii14 H%L5E)
- {16 H : NT-proBNP, Tnl, Myo, CK-MB, fil
FHEE 9IHHE /XA
* SLAZEY 9 TH B LR sE H atdE
- AN 190 (E) x 225 (BL4T) X 70 (78 ¥ ) mm
BRI BET VA VEEAR SACER
- HE  07kg (FZEME E9)
- FHBEME =092 y=103X-6429 n=180 (&t
FEIE I REE)

2) B v

(1) EEOKEEEMR
FEEMNEOQCTNA AR FNT, HEOHEE
HEmHERT 50 QC TN AZHMIARIZZ v
2, FRABRTESICER -2 LE)LENH D,
(2) HRARHE

HHOF A FFINA A2, EDTANIASI250 u L
(Fv MRFTOEXY FEHWD) ZiET LEREIC
ty b T LDADOEETH S (Fig. 1), KREEIL
Ny FREDSHRETH ), EBRA LTRSS ¥z T
AN TNA A% L TRRGAIY 7220 FET 5
CEDTUHETH B, HIEMRIL, B EOWHT A
AT VANDFIR, W7 v ¥ —I12 & 5FIRICHt

Triage Meterpro

m® QuidelOrtho-

o
'y
7
X

© o wvii N

Fig.1 MU7—YxA—=%—71

HENhb,

(3) MZE LR
REBEOWERMEIMETH L0, ELVERZ

BLDIZEUTOEELRLED L,

T ARNTNAL 20Ty MEIZ, Ty MG L7
Xy )7L —vara—FFy 7 (Fy MZE)
*HWFy )7L =g VEREEEICTHRAAT
2, Oy MOEE LZIERSEE L ICEWE,
AR R EDS 2R 72 v

- EDTA Z CHUsER & 7z 4/ e & 4 5

- WEROBEE TN AT A
SAEMBREEE LT, mEE15~30T, WE10~85%
TCHIE & FEHT 5

T ARNTNA R, BIRICEL, FHERCHE
LMY 2 (14 HM=RIRTEE)

2. BEE®E
)7 =YY AT LTI [EEOEEEH] [&
TFTANTNA ZAOREEEMR ] a2 ta—)LEH0
TRRAR A SR O3MBEOREEMEIZT,
R Z TR — P LTWh,
- RO RS
HEHIEERIZQC T NA A% Wz EE %2 5
Wid b, RKQCTF/NA ATIE, i, WmEDs, %
BEOBFERZERBL THB Y, HEISFELRIGE,
HEZFERT A EDNTER,
C BT AN TN ADREEEH
BT ANTNA A2, SEEONT DY ha—
WA -TBY, HEEICREOMEY I L <
Whe M, WNERa Y ba— VRELRIGAE,
ERERE TR LR\,
CARA T R R
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B, TANTNA ARG LIBEERE LT,
EMICHEAO TV MO — VTR X DR
TR B0 FRlZT Y NETERECHIE E OB iR
DB NTERGALETH 5

3. KEBICHTIERAM

WS O BEEEITIC BT, R IR A E | AL RE
Lo Twd, WKIOREEBENTIX, 9475
17, NOEBEFRONTBY, KEMHET, 7%
L CREME L, Ao, 4l TR AR L E T RE 2
POCT xfitss - 30 F ikt S hCn s 29,
REESZD L) HBEFE T CTOIHEHITRETH 5,

4, AX b
AREETIE, M) T—Y A= —TaHw, D¥
A < — B2 BT 5 POCT AHIstkss - al3E o F 1k
R Lo [HAEYE], [REME] 2REfRT 59 2
Th, ANMEEDLLF L —F —~OKEFNHSEE
Thbo EHHNERHHEOENM, HEINHZ FERT
LHEDOMMADL Y ZPOCIT—T 4 £ — % — 21
BEE L7z,

XE3 Mm#EH XA, ACT, hOAKR=> (i-STAT®
17F54H%-)

A:RbL

Mg 7 A5#r (pH, bk FE o HE (pCOs),
B (pO2)]) (ZEIIRIM F 72 (X F DRI 2 F v T
R D 77 A ZZHARE R PRI S TAT 2 A2 MAETH 50
LIS X B MEREAE K L, BEOMEME, M
FVEDS B L7z SOl DI AT A 53 b 12,
— ey 7 T EH DA BRI M, FLEE, EhEhE
T EOHB R FREICHETE, 2 MEHERETT
CRHBOEND AL LHFEHTH B2, (FHIRHRA
vol66 I1SO15189 7 & M 7= ML /7 A 73 AT # 1) Tl

[F IR BB THIE 2 & T2 O B DSTHH I

I 5720, 1B - BT -5 %, WOoTh, &2
ThH, #THA, MAHIESND K9 AR 2 2L
HMFFT 22 L 2RKOONDMETH 5,10 Lk
NTWi,

4 al, iSTAT®1 759 4% — (Fig. 2) &
72 ol U CEIME A AT I2 BT %, POCT
OF R, HRAE, KEERZ SIZOoW TR %

79
B. XBAR

1. HEBIE - MY ROEEA
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Fig. 2 i:STAT®1 7+ 71—

ZEEMEE S B RVIE LT o) TH b
1) FEMEE
CREEMEEEEE Y ISTAT®L 7 F 7 4 % —
- EWHEIEH : pH, pCO:, pOs Na, K, Cl, iCa, Lac,
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