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Fundamental and Clinical Evaluation of ELSA CA 72-4 Kit
for Serum CA 72-4 Antigen
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1) BUFfer ==-e-cmeoce oo cem e ccocmececeeee 200 p1
2) Standard CA72-4 antigen or Assay sample ------=--ccoocmua- 100 p1

1
I 3) Anti-CA72-4 antibody coated ELSA-tube mmmmmmmmmmmmmcmmmmem 1 tube

Incubate on a horizontal rotator(200rpm) for 4 hours

at room temperature

4) Aspirate the incubation mixture, wash the tube 3 times with

3 ml of distilled water

I 5) 1-125 labelled anti-CA72-4 antibody solution =---------=- 300 pl l

Incubate for 20 hours at 4°C

6) Aspirate the incubation mixture, wash the tube 3 times with

3 ml of distilled water

7) Count and calculate the assay results

(*): Monoclonal antibody CC49;

(**): Monoclonal antibody B72-3

Fig. 1 Assay procedure of ELSA CA 72-4 kit for serum CA 72-4 antigen.
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SPan-1 JEEEZ FRFICHIE LB OBDOGEMER 2 I
L7, TR bEFONRIE, BIEHERRESR
104 {7, EHEBEEBRERBIfITHS. i,

N5 DRk % I K EE ~ — 7 — o Sensitivity,
Specificity, Accuracy ZRDH L7z, 7R, B
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3) WRABR

FARRBROER® Fig. 3 IR LE. WFh$ 0
RIZERT 5 EHR»E L.
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50 100

CA72-4 standards (U/m1)
Fig. 2 Standard curve of ELSA CA 72-4 kit.
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Table 1 Intraassay and interassay reproducibility of ELSA CA 72-4 kit

1) Intraassay reproducibility

2) Interassay reproducibility

Mean S.D. C.V. Mean S.D. C.V.
Sample  n (Ujmh  (Umbd () Sample  n - @im)  UmD) (%)
Serum A 10 6.8 0.6 8.8 Serum A 10 5.4 0.6 11.1
Serum B 10 22.2 1.2 54 Serum B 10 20.0 1.9 9.5
Serum C 10 41.2 1.4 34 Serum C 10 36.9 29 7.8
70 F
60 |
50 |
",_=.‘ Serum A
S w}
S at
F
; Serum B
a 20 F
0 |
0 e " " 1 |
1:32 1:16 1:8 1:4 1:2 1:1

Serum dilution

Fig. 3 Dilution test of serumx CA 72-4 measured by ELSA CA 72-4 kit.
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tion X, ZIRX 37°C T3 R T & 2 EHEHHS
BohT, 4°C ToRRFLFEEMRERL. K
JOBERENZ, first incubation T, B2 EL 5313
E, 71U v b (cpm) HEL R B RER 2B,
2R Z RS o SR T W Fh bR T &
ZEHEMMBA B SN, 7z second incubation
3, ARFZR Lo ISR TR WFh b RE

FIEROBEERBR T H - 7.

2. BEERROIREHIER

1) ¥ AR5 CA 72-4 e

A 69 Z o i CA 72-4 HFHEEE O RIER
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Table 2 Recovery test of CA 72-4 added to serum samples measured by ELSA CA 72-4 kit
Added CA 724 (U/ml) Mean
recovery
5.0 12,5 25 50 %
Measured  (U/ml) 3.6 8.4 16.2 26.4 50.3
Serum A Recovered (U/m/) 4.8 12.6 22.8 46.7
Recovery (%) 96.0 101 91.2 93.4 95.4
Measured  (U/m/) 13.2 19.0 26.0 36.9 62.7
Serum B Recovered (U/ml/) 5.8 12.8 23.7 49.5
Recovery (%) 116 102 94.8 99.0 103
Mean total recovery: 99.2%
—_— FE::} 1ncubat1on temperature 17500 5?23?? znéubation temperature
Eg g room temperature(25°C) p for 4 hours EA ; room temperature(25°C) ¥ for 20 hours
o
15000 { 15000,
—~ 12500 ~ 12500}
g g
B 10000 2 10000}
7500 |- 7500 L
5000 | 5700
/—A
2500 2500 F
04— 1 I 1 0 4 1 1 1 i
310 5 50 100 310 25 50 100
Standard CA72-4 ( U/ml ) Standard CA72-4 ( U/ml )
15000} Fggg:?ﬁgﬁzon e s |, R0t [ T
e): 3
gA g: at room temperature(25°C) E z;f;g Egﬂ:z at 4°C
A): E
v 8 el (80
g g
3 lecool :;':’fwooo
7500 2500
5000 5000
2500} 2500
0 ! . ' : 0
310 25 100

50
Standard CA72-4 ( U/ml )

50
Standard CA72-4 ( U/ml )

Fig. 4 Effect of incubation temperature and time on standard curve of ELSA CA 72-4 kit.
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Serum CA72-4 concentration (U/ml)
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(1): Positive rate(2); (@): with metastasis; (0): without metastasis; (O):n=5

Fig. 5 Assay results of serum CA 72-4 antigen in normal subjects and patients with
benign and malignant diseases of the digestive system.

2) BHEMEBAEBRICI T 5 ML CA 72-4 3
JRREE

B ER R B 105 Flo i s CA 72-4 #i R
BEORIERESE L Fig. 5 12573, 105 44 104 45
(99.0%) A 3U/ml LTFIZHF L, i st
KGR D 14 (1.0%) 3 4.1 U/ml % 57 U £ B i
Thol.

3) EMNEBRERICE T 51t CA 712-4 4%

EMEHEERRER 152 o i CA 72-4 iR

BEOWEREL Fig. 5 1R, KHEEBHOE
R 3 U/ml PLE) i, BT 12/28 (42.9%), B
D5 - PR T 6/17 (35.3%), JRFEIHERFHIRRE T
1/21 (4.8%), B T 13/43 (30.2%), K - EHIGE
T9/23 (39.1%), &ER T 1/20 (5.0%) TH 7=,
4) BEOREITE L CA 72-4 HURBE
B 43 {7 31 45 Borrmann (B) @ 43p3¥ERIC
i CA72-4 HFiFBEZFHE L 7. EFIfkicE
BEWRH o7, BECBIHEERZIETO/]I
(0%), TI F£70/13 (0%), III FET 4/9 (44.4%), 1V
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FT207, 600 mg/da,

i

MMC 4 mg  (per w

bbodd

o
o

v
(=1
T

Serum CA72-4 concentration(U/ml)
=)
o

S.T., 71 year-old, M.

Peritonitis carcinomatosa
(After operation for gastric cancer)

2 3
Month after admitted

4 5 6

Fig. 6 Serum CA 72-4 concentrations in patient with peritonitis carcinomatosa before

and after treatment.

Table 3 Comparison of positive rate between CA 72-4, CEA, CA 19-9 and SPan-1 in patients
with benign and malignant diseases of the digestive system

Positive rate (%)

CA 72-4 CEA CA 19-9 SPan-1

Acute and chronic pancreatitis (n=17) 0 23.5 17.6 5.9
Cholecystopathy (n=14) 0 7.1 429 28.6
Acute and chronic hepatitis (n=17) 0 0 17.6 17.6
Liver cirrhosis (n=15) 0 20.0 13.3 26.7
Acute and chronic gastritis (n=6) 0 50.0 0 0

Gastric ulcer (n=19) 0 10.5 10.5 10.5
Duodenal ulcer (n=4) 0 0 25.0 0

Ulcerative colitis (n=12) 8.3 8.3 8.3 8.3
Pancreatic cancer (n=27) 44.4 51.9 77.8 85.2
Cholangiocarcinoma (n=16) 31.2 31.2 62.5 81.2
Hepatocellular carcinoma (n=21) 4.8 28.6 429 57.1
Gastric cancer (n=26) 23.1 30.8 34.6 423
Colorectal cancer (n=23) 39.1 56.5 47.8 47.8
Esophageal cancer (n=18) 5.6 5.6 11.1 11.1

BT 5/8(62.5%) ThHhY, BEOETLLDIC
CA 72-4 FiR O BRI E < B oz 5.

5) Iuth CA 72-4 HiBE I X 218 REEH O

A

T (Borrmann IIT) o FHFHHEMERR B 28 = 2
HEUTABEL 72 71 5%, B TRHE i 17 Al
BLONETE 6 2> AHLH CA 24 HiR B E &
FRIZEE L7z, 2R % Fig. 6 I2Rn¥. {1k

FPEEIC L Yl CA 72-4 HURUBREE 3 WA L,
ADAHEB LI, FREOE(LL L LIcE L <
mu, BEiKE-7.

6) [F—ImLiFic31F % CA 72-4, CEA, CA 19-9

3B X U SPan-1 o BHER D Hok

BiEds X OB LR R 235 T o {1320
HEF < — 7 — 0 BHEER (%) # il R
Table 3 (z7r¥. CA 72-4 HFUT ESEW LSR5
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BToBMEREMOER < — & — IRV R
RN, BUEEEBRRERTOBGEREEL
EL, B ~—h—L LToRREIF AT
WBZ EETRTRREEBR. 2, 2ho o
3}z Sensitivity, Specificity, Accuracy # 8D B D
kw5, CAT2-41326.0%, 99,0%, 58.3%,
CEA 1 35.9%, 86.5%, 58.3%, CA 19-9 (3 47.3%,
82.7%, 63.0%, SPan-1 (% 55.09%, 85.6%, 68.5% T

Holz.

Iv. = =4

CA 72-4 1%, FUE O PSR mBk o IR & 5o
Re LTERR&aN=E , 7 v —F A %0k, B72-3
PR s EFEEEEELNEETH Y. CA
NAFFEPEREHCEOEZED TV 0, Bk
ELBRER, LVDIFEEOEE~——L L
THEEERTWEHTHD4D. BEEIART
RSB D HE <, TORMBROLD X
MW X 2EARZ L EREAB R REh T
X0, RELHLEHFEELL>TWwa., [H
CA 24 FiRoRENRZO—Bz k% L T hid
ZOEFRIKREW. M CA 72-4 HREO JE
LLTRTTIRIWLS Dh0FEXRBRES L TN
%89, ELSA CA 724 % v NI, CAT72-4 2338
W s2o0%MEk, Thbb CC4A9 L BT2-3®
FRHWAIDTD2 257y 7 IRMAETH 5.
HEatk}l 100 pl c first incubation ZE iR 4 B [,
second incubation 4°C, 20 BRI Lk 2 FEhIC
FIF+ 2 2 &L THEBMASIOERTE 2HEET
Hole. AvFark—va &fic@ETsbhb
ROBRITIR, vy MENOIEBREBY THET
EOREP BN, BB T, gl
X 3U/ml 55 100 U/ml & T EHBRS izh, %2
EY, BEELRF Oz, A—RIEAB LIV
B 2 ERMOBEMES, HRAR, BERRABRO
B bIZIEHRETE . BEANCBIT5 CAT24
HiREEE X 98.6% 22 3 U/ml LT #5RL, a1
4 (1.4%) 73 3.6 U/ml L 3U/ml Pl E#®5RL 7=,
BAEHLER R B 105 7l T o J|IEHIE, 99.096 A
3UMILAFZ5RL, {214 (1.0%) 04t 4.1

27 % 6 7 (1990)

U/ml &R L7z, WS I U RS ELERRER
TORE» LI CANRAHEEEOD v b4
TEIZ, B CA T2-4 FUREBEOE/INEE Td
23U0mlcRWEEDNE, ZOfEZIECIHE
T 5 LEMHLSRRER 1524 T o HHERE,

27.6% L Z NI EBWENE L AL o, HEE
BNC 2T, B T 42.9%, KI5 - B T39.17%,
JED 5 « fRAEE T 35.3%, B T302% LY,

JRFEVERTHIRERE (4.8%) & AEM (5.0%) TIXFHL
CABEVEBHERTH o7z, hofEE~—p— LDkt
BE BRIC RIEHILERBEE 104 ], MR LE:
REAB 131 ploEE 235 plic oW TE—MiEIZ & 5
CA 72-4, CEA, CA 19-9, SPan-1 03030 O [
PEREZHB L2 25, CAT2413, BEASBE
U RS REETOBBERPE L RV
ERRTH Y, BEHEEBRERTORERE
MOER ~ — 7 — RPN B RETH o 7.

BREICBIT B BRSO fEE ~ — & — IS~
CEWEREIE B o hiho7-. Sensitivity 26.09
LD EE~—F —IcH~_{E o iz L, Spec-
ificity 99.0% L E LB L b, REXVER
BN B~ — P — B ON i, FHoE
fre e bizmrp CAT2H4 HiRBEI RS Y, %
TIREBSROFHMET O HERATH o7z, BHEE H
WA, BEMERLEL R ER Y — =% n i
T, CANRAIBBObBEE~—H—L LT
BRMERI TS5 L BRI,

V. & B

IRMA iz k % CA 72-4 5 il 7& J§ ELSA CA
72-4 * v MBI 5 EEER 72 & UV EEPRAVIRES
BTV T ofsRE B,

1) fFHEfR, BN AR BIRERRL
EDREEDERFESLR ML HWZE LTV,

2) ArFaR—varFHE, v MNEHO
HBTRABTHETE 2 RENE LN,

3) CA 724 HiFEE T, BEAD 8.6%, B
PEEILERRE B D 99.0% T 3 U/ml LLFIC/HAE L,
BHBERIETA 1.4%, BHEELERIESR 1.0
EELLEr o
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4) EEHEERERTOBEMESRT 27.6%4 T,
PRBRIT I 42.9%, KIS - EBE 39.1%, fE
O 5 - AER 3537, B 30.2%, JRIBEIERTHAR
¥ 4.8%, BIERE 5.0% THh o7z,

5) F—Ii%ic & 5 CEA, CA 19-9, SPan-1, &
DI TIE, CA 724 BBIERAFE L <KL,
Sensitivity (26.0%) X Y ¥ Specificity (99.0%) iZ
FThEE~— I —Th o1z,

6) CAT2A4YIREERFRECETELLICE

LY, ik, RERECEERIIERTH 2.

Tt A 212472V ELSACAT2-4 % v F D R {k &
WV RS FYFFIIHERRLET
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