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Purpose: TFB® CA19-9 IRMA kit uses beads coated with CA19-9 antibody. However, this mathod can not use
automated equipment, and requires a long time test. Recently, CA19-9 IRMA kit developed by TFB” is coated
with CA19-9 antibody to the polystyrene test tube and reaction at room temperature, and also reduced test time.
This study evaluated the performance of a newly developed TFB® CA19-9 IRMA kit. Materials and Methods:
This study were measured by using 56 patients sample of Boramae Medical Center and Seoul National
University Hospital. We evaluated intra-and inter-assay precision, recovery rate, linearity, sensitivity and high
dose hook effect of coated tube CA19-9 IRMA kit developed by TFB®. The values of CA19-9 measured by
TFB" bead kit were compared with those measured by TFB" coated tube kit. Results: ntra-assay coefficients of

variation on three different levels were 4.1%,

4.0% and 4.2%. Inter-assay coefficients of variation were 7.6%,

4.3% and 7.8%. Recovery tests on all three different levels showed within 100+£10%. Linearity was good and
sensitivity was 0.3 U/mL. High dose hook effect is not observed. There was strong correlation between bead kit
and coated tube kit by TFB” CA19-9 IRMA Kkit. (y=0.9185x-0.953, R?=0.9779) Conclusion: Coated tube
CA19-9 IRMA kit developed by TFB” showed satisfactory precision, recovery rate, linearity, sensitivity and
high dose hook effect. (Korean J Nucl Med Technol 2010;14(2):208-211)
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.
34 %)=Z 7 71dl%x100 Table 2, Intra—assay precision
3) XIMA (linearity) Serum Mean+S.D.(U/mL) C.V.(%) N
XSt 15.5+0.6 4.1 10
5 AT} AR E AR 02 256 SATsISith St s +0 0
(o]
4) D1ZiE A (sensitivity) elpls 126.3+5.3 42 10
#2Y 0 UmLE 203] S5k 4L cpm®] Btk Table 3. Inter—assay precision
+28D cpme WIRER SO Serum  MeansSD(U/mL) _ C.V.(%) N
P . X7t 13.7+1.0 7.6 10
5 122 3 High dose hook effect -
) 282 2A2 (Hg ) zoi7} 46.6+2.0 43 10
Hook effects eobi7] $iate] Al 719] 5= HAE 7t D7t 137.6+10.8 738 10
A sjjsto] 2459k
Table 4, Recovery rate
ot 7|CHak ™ 3|2
Table 1. Assay procedure (U/mL) (U/mL) (U/mL) (%)
bead CA19-9 kit coated tube CA19-9 kit AA1 15.0 13.8 13.3 96.4
sample,standard,control 100ul sample,standard,control 100ul 60.0 36.3 38.7 106.6
buffer 100ul+bead buffer 100ul s 120.0 66.3 66.5 100.3
3AZHEQH 37°CHES IAIZH A2 shaker §HS 22 o it o Pt
M smL 38 M 2mL 3¢ 1200 $2 848 1020
Tracer 200ul Tracer 200ul A3 15.0 824 31.0 983
LAIZtSQE M2 shaker B8 1A|ZHEQ A2 shaker HHE 60.0 104.9 105.5 100.6
M& 5mL 3H MA 2mL 3H 120.0 134.9 136.6 101.3
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Fig. 1. Linearity.

Table 5, High dose hook effect(Zd®i[1,2 serum, ZAI3 bile juice)

rabs| S| AHj 4 E™U 2ot
A1 240 1

x10 2401

x100 55.7 5570
ZAH2 240 1

x10 2401

x100 240 1

%1000 40.2 40200
A3 2401

x10 240 1

x100 2401

x1000 240 1

x10000 2401

100000 90.2 9020000
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Fig. 2. Correlation between coated tube kit and bead kit
(TFB®).
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