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Basic and Clinical Studies on “ELSA CA 15-3” Kit
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Fig. 1 Assay procedure.
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Fig. 2 Effect of the time and temperature of the first
incubation on the CA 15-3 binding to the anti-
body coated tube. The first incubation was
performed with 100 U/m/ of CA 15-3 at
37°C (@), room temperature (Q), and 4°C
(A). The second incubation was performed at
room temperature for 1 hour.
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Fig. 3 Effect of the incubation temperature on the
standard curve. Both the first and the second

incubation were performed at various tem-
perature for 1 hour. The incubation tempera-
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Table 1 Intra-assay reproducibility

N mean S.D. C.V.

U/ml)  (U/ml) (%)

Sample 1 10 22.7 1.9 8.3
Sample 2 10 38.3 2.9 7.5
Sample 3 10 S1.5 4.7 9.1
Sample 4 10 72.1 4.8 6.7
Sample § 10 109.5 8.7 8.0
Sample 6 10 130.0 11.2 8.6

Table 2 Inter-assay reproducibility

ture was 37°C-37°C (@), 37°C-room tempera- N ({?f;?) (8/21) ?%Y)
ture (O), room temperature-room temperature
(), 37°C4°C (A), and 4°C-room tempera- ~ Sampled el s Pl
ture (0O) for the first and the second incubation, Sample b 10 76.3 6.7 8.7
respectively. Sample ¢ 10 145.4 13.9 9.6
150 oF
®
1001 1
CA15-3
(U/ml) o
@
50F .
/2
v//
./
O VEUs W 2 1

Fig. 4 Dilution test. Two samples of sera from different patients with elevated CA 15-3
value were diluted using the diluent equipped with the kit.
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Table 3 Recovery test

Added CA 15-3 (U/ml)

0 25 47.5 100
Sample A
measured 17 42 58 128
(U/ml)
expected — 42 64.5 117
(U/ml)
recovery — 102.0 89.9 109.4
(%)
Sample B
measured 35 60 78 128
(U/ml)
expected — 60 82.5 135
(U/ml)
recovery — 100.0 94.5 94.8
(%)
Sample C
measured 64 87 105 168
(U/ml)
expected — 89 111.5 164
(U/ml)
recovery — 97.8 94.5 102.4
(%)

yEANT6T~9.1%, Bixzny vHlo7 v+t
4 T 8.7~9.6% T - iz (Tables 1, 2).

3) WRRBR

BEMLEFEZ X v MRFOHTIRT 2 ~16fF% T
TRz 22, ZOREMERIZERAIZAH D
BE# LS ey V52 L TE (Fig 4).

4) [EURRER ‘

WEORE 2 3IEEOBEMF OV, *v
MR OESRE CA15-3 2 EREALTRIIE 2
Bt U7z, [EIRIZ 89.9%~109.4%, F1998.1%
T& o7z (Table 3).
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L7z. AFP,CEA TR ¥ >/ BXEIENED
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23 % 10 5 (1936)
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B BB EEZ R LIOEFZILECS W T
DHAFED ST, WTFhLEREETH -
fz. —F, BYEERT 30U/ ml %8827 6 i
40fh, BB D 1 4] & FERRIF O 2 il 3 4
DHTH o7z
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B cR—oT ) 7 v —FAHEEZHNTY
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PR ERET S 20 E ) 7 v —F Ak E
Rl v /= immunoradiometric assay T 5. [EAH{K
Eh ik 115D8 134> F & 400 KD LLE o P
H D MAM-6 %588+ 5. Z ORI & mM
BECRET 50, EFLREEEZEILY, ok
FRfa A EoBME L bRIGT 5 2 L&
hTwnad, BHE#RE L LTHvwSbh % DF3
3t MBI DT B 290 KD o Y 4 & 3R
LY, ME_NAF L —CRETIAE L B
HIBEBOREEDEN L Y B, EEOHER)
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Fig. 5 Serum CA 15-3 concentrations in no
malignant and benign diseases. (O)=
represents a reference value of 30 U/ml.
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