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BALL ELSA CAI125-11 KIT {25\ CABRIRE 2 17 - 7=

PIEMZA v Fa_—va Vv, 1 vFa

N—va VIRE, RBERMCEAHEEYZIHOMESRNE2THILERD o, HHM, FUEER AR
RBROFEIBIFTH o7, 7y —vBLICEL TR, 5,000 Uml L EoEssic oz, Bt
WL 7.5U/ml THDH. kot v b 27 CAIZSRIA % b LAk L ORIEEO LEE Tk [t y=
1.058x —0.106, r=0.973 & B4 CTh 2 2MEGINILREEST 204 & - 72,

L Lo

1980 4 Bast (2 & b b b 9 S EMEBERT AR IS
DREARMIRRE R 2 ISR L LTE 2 7 m—F i
K (OC125) AER S 721D, 70 BAFEK 1K
&+ % Cancer Antigen 125 (CA125) ( & b IfiL i
PO AFFEL, DNHUM, ReicdkEa 7 oM ERePEDN
TR Z R L & LIS, DN RE o RGBS
BICLFRHTHS Z EAEE SN, - B
T & 5 T EARE, 5T R IR IE T o Bl
PEE IR TW5Y,

418 CIS (7 5 > =T A7) ¢ CAL2S JliE %
v b (BALL ELSA CAI125-11) o JLRsftREt % 47
SN TEORERERETS.

IL MRESLVHE

L AERE
BALL ELSA CAI125-11 i, ffi/kpisk » CAI25

* ORI L BERL K 2B I8 AR B i St AR
R IR
ZfHiSE2H LA
RN 546 H
WIRGER S o ntEl T bt TR I Eov (8602)
RIS 37 BERE RSB IR IR B i s AR
bk #OF

(K pszé 30: 807-812, 1993)

PR Z R L L ERNEhcE /) 7 v —F ¥
f& M11? # FEHEHE & L, OCI25 % ik &
L CTH v 7= Immunoradiometric assay #i2 & % il
EXy P Ths.

2. MEFE

REFIEZ Table 1 1R+, EHEMBIER I,
AR E A Ve,

3. KFIER

1) ERERhAR, 2) A > % 2 _— 3 VB, 3) /4
v¥ax—va ViR, HRESRM, 5 KkikR
%, 6) mHAME, 7 EEER, ) MRREK 97
oy — U H%, 10) H/ BB KE, 1) 2 b=
7 CAI25 RIA % v b Lo JlEMEO bk, 12)
WA ME CA125 ff.

L. & 7

1. FEHfg

Ehedgs Fig. 1 IRT. HEE X THIEL
TeBED 0 R % R < FIRHER O FIFREER (B/T)
DEEHRE (CV) iz Lot 2002 (T 4.8~6.9Y
(n=5), Lot 2004 |z 35\ T 4.2~12.8% (n=3) T
BHotz. HiZrT X 912 CAI25RIA % v hiclh
NRTRHARDRBBE KBS,
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Table 1 Assay procedure of BALL ELSA CA125-11

Standards or samples 100 pl
125]-Anti CA125 antibody 200 !
e
Anti CA125 antibody coated BALL ELSA
Mix

Incubate for 2 hours at 20°C
under agitation
Wash the tubes 2 times with 1.5 m/
distilled water

!

Count and calculate

B/TX

30} CA125-T KIT
Lot2002
Lot2004

20 b

10 CA125RIA KIT

Lot4K1282
30 80 200 500 750

CAI125  (U/ml)
Fig. 1 Standard curve for BALL ELSA CA125-11.

2. 4oFa1R— 38

fo¥ax—v 3 ViREL 200C, IRES&H %
250rpm & —EIC LT, £ rFaxX—v 3 HH
* 1,1.5,2,25,3.5 Bl & Lo SR E
fktarvbe—nfEOfE % Fig. 2R3, &
BERTIEA L Fa—va VIFHBE 212
EREER R 5 5.

3. A FaR—=v a3 BE

L r¥a~— 3 LR 200, BRLHs
250rpm L —EIC LT, £ Fa—v 3 iRE
% 10, 15, 20, 25, 37°C & b & & 7 By DR
BMoBkE =z br—1fiEDfE%E Fig. 3 125R
F. P~ERBRERTIIA L F 2= 3 VIREMR
BB EPEEIEL 5.

4. wEFH
frFax—yarillEsr 20°0C, f v Fa~—

30 % 7 5 (1993)

cpm
SH
50000 P -
2.5H
40000 | -
1.5H
30000 L
1H
20000 L
SerusA SerusB SerusC
(u/al) (U/al) (u/el)
1.0hr  30.0 14.2 384.6
10000 1.5hrs 34.6 211.1 402.4
2.0hrs 348 220.5 405.0
2.5hrs 36.6 233.1 418.4
3.0hrs  36.2 224.6 439.0
5.0hrs  38.5 218.2 436.1
500 750

CA125  (U/ml)
Fig. 2 Effect of incubation time.

cpm .
37 ¢
400004
25°C
20'C
15°C
30000
10°C
20000}

SerusA SerusB SerusC
(U/al) (U/aL) /al)

10000 10° 36.2 1711 392.3
15T 3.0 195.8 390.1
20° 36.1 212.7 402.7
25T 39.6 233.3 446.5
e 41.5 2.1 458.6
30 80 200 500 750

CAIZ5  (U/mi)
Fig. 3 Effect of incubation temperature,
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cpm
40000 p 300rpm
250rpm
200rpm
30000
100rpm
20000p
SerumA SeruaB SeruaC
(U/al) (u/nl) (U/aD)
10000p
100rps  29.9 176.5 326.9
200rpa  33.9 198.3 331.8
250rpm  34.8 220.5 405.0
300rps 37.6 210.3 448.7
3080 200 500 750

CA125  (U/mi)
Fig. 4 Effect of agitation speed.

Table 2 Intraassay and interassay reproducibility
1) Intraassay

Table 3 Recovery test

Sample No. Mean+SD cv

(U/ml) (%)
Serum D 10 31.4+23 7.4
Serum E 10 74.84+-4.0 5.4
Serum F 10 181.6+4.3 2.4

2) Interassay

Sample No. Mean+SD cv

(U/ml) (%)
Serum A 10 37.44-3.5 9.4
Serum B 10 220.74+13.3 6.0
Serum C 10 420.2419.3 4.6

variEE 2R —EIC LT, EELHEE
100, 200, 250, 300 rpm & Z5{b & + 7= B0 B HEH
WoELtay be—ViLiE o fE % Fig 4 15
T. BBERTHIRERESE < 512 ERIEE
BEL 5.

5. SEAE¥

1 ElodkGkEs 1.5ml 2 U, H&EKE 1,
2,3,4,5 BB & & TEAEHRL X OUMEE
OEE AT, 2EL EOREERTEIZAR L
niEw., ¥E—X0rF3 v 277 —DFEICH

Added Measured  Recovery

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

Serum G 0 99.2
15 113.1 92.7
40 138.2 97.5
100 192.1 92.9
250 342.6 97.4
Mean 95.1

Serum H 0 39.2
15 56.2 113.3
40 87.4 120.5
100 142.5 103.3
250 326.2 114.8
Mean 113.0

Serum I 0 14.1
15 29.7 104.0
40 52.8 96.8
100 121.0 106.9
250 271.2 102.8
Mean 102.6

o WEE —NEEE&ORIER
T

WTHIRE L722d, JEEO BRI
DRBLRNoT.

6. B 1| &

BEORR 3 IFEHECMEEZ A, RA—REN
(n=10) B X CHIEM (n=10) 0 FBUEE T~ 7
R % Table 2 1R, RA—RIENTRECEE)
R¥0x 7.4, 5.4, 2.4, PIEFEBREOEHHHRET
9.4,6.0,4.6% Th o1z,

7. [BUREER

BEORR 3 IBHAOKREKEAV, *v MR
DERERIEEZ SRAML, HRINEGRERE 1T - 7.
¥ % Table 3 2R+, FHEURRIT 95.17%,
113.0%, 102.6% T& - I-.

8. HFIRRR

BEOCRLIEEOMRELA YV, BERR
0U/ml T2575 16 5 TREFR L. KE
% Fig. 5 1R+, 31, RAZEB2EBR1ES
hiz.

9. 7AY—HR

CA125 {522 10,000 U/ml # #8 % % 2FEHE O
Iz EHRBRE T, 7wV —UBROEE

Presented by Medical*Online



810 B E ¥

Serum J
500 b
Serum K
400 P
=
£ S L
3 300} exum
8
h
200
100 /
A

;b x4 xi xi
Fig. 5 Effect of serum samples dilution.

cpm

100000]
P et J 11700U/m1
/’/. ~» 20000U/m1

- //
1000 /

10 100 1000 10000
CA125 (W/ml)

Fig. 6 Prozone phenomenon. Serum samples with
high CA125 values were obtained from patients.

4. #EE% Fig. 6 IR, BHEZKOEE B
ETHS 750 U0/ml %8 %2 7= 800 U/m! H7=v 2
5 EEIL L 4E 5,000 U/ml (LT HARB 7~ b
2RL, IVEEETRILE. RIREND X
91z 20,000 U/ml PL_ED BRI W TIEAER DO &
FBE TH % 750 U/ml PUF o FEBUE % R $ 7l RE
WRdH 5.

10. Fe/inmE

Xy MESOBR/NBEERERRK 15 U/ml 21
WK OU/ml T2 R05 165 TREARLT
CAI2S EEX* JIEL =5, 0U/ml oMo X

30 % 7 5 (1993)

U/ml
600 [
[ ]
400 P
=] [ )
A
o~
<
o
b o
d [ )
-1
2 N=106
@200
y=1.058x-0.106
e r=0.973
[ ]
L]
° (]

200 400 U/ml
CENTOCOR CA125 RIA KIT

Fig. 7 Correlation between assay results of CENTO-
COR CA125 RIA KIT and those of BALL
ELSA CA125-11.

Table 4 Normal CA125 concentrations in different

age groups
Female (Age)
Male
16-29 30-39 40-49 50-
n 12 7 15 34 13
Mean 24.3 17.4 18.0 11.1 9.6
SD 8.1 6.5 7.6 4.8 3.0

Mean
+2SD  40.5 30.3 33.1 20.7 15.7

(U/ml)

FZ MR E (Student’s t test) # T - 7. 0 U/ml &
BEZ0BDOLNBZEER 19U/mI Th 5 A,
7.5 U/ml K 3 MM O IERH EIC T m v b
Shizwv., Lizdi-T, ERE 7.5U0/ml 28 REE
LExbh5.
11. £ +F37 CAI125RIA % b & DRIEE
D&

MERE 106 Flic onWT, KLy ba7T
CAI25RIA % v F 0 JUEEL ik L7c. #ER
% Fig. 7130+, o i3 +aE %Rk r=0.973,
ERE S y=1.058x—0.106 L B 47 7z FH B 23 2B
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bhiz. LaLEzAZ Ly baTiExy b
T 80 U/ml T -7z DAEET 358 Uml 2557
TIREEFI S A DR

12. @BEAOMF CA125 &

PERI 33 X OVEBSRI D CA125 fEi% Table 4 1275
F. 16~49 % o &M o i CA125 13 20.14+8.0
U/m/ (Mean+2 SD, n=34) T% v, S0ELEnD
ZEBLIVBHIVEECEELZRLEZ <
0.001). 50 B Lo £t & BUROMIc HFEER
mnoiz.

Iv. # 8®

2fEFEDE ) e —F iifE % iz BALL
ELSA CAI125-II KIT o EffysdtzefTo72. &
BT, ERMICHRPIEHE LA S L )
CREERPELRY, BEomMLERZ LR, A
vEaR—va VB, A vFaX—v 3 ViEE,
REFEORFOFER, BBEREKIZBNTED
BOOEENLLND ), TvtAKEEEFS
VERDHS. BHME, ERRR, FRAROBR
BRIFTH 7. FURBEIR O B3T3 20,000
U/ml L E o #fkiz 8nWT 750 U/ml L FofEx
TRT AR H 5. LA L, CA125 4 20,000
U/ml LA B % 7R+ fLiERE O BB E b T
ThThY, YRERICEWTBE—FEMIc—
Blcdh o, B/MRHRRE R, 7.5 U/ml Kok
ELBWCHRRGHCEN A bR 320, 15
U/ml 2 REELBbh 3. &2 k27 CAI25RIA
v PLOMHBIEBRIFTHo2. L, BRERK
XD - 138 RIEE T ¥ v MM TRED FER,
+ > k27 CAI125 RIA * » b T 80 U/m/, BALL
ELSA CAI125-11 KIT < 358 U/m/ % 55 L 7= 18 %
BERBEREICOWT, fLERL S hzREIZT
HRARE LR, siEox vy MBWnTig,
FE T 56.7 ng/ml, 2 {755 < 51.7 ng/ml, 4 {57
R ¢ 27.2ng/ml, 8 {ZF R < 19.2 ng/ml L FHRE
MR abhahol., BEOX vy MTBWTI,
ZIFE B L. CA19-9 L @ CA125 @
X 5 72 heterogeneity @ » 2 HF O HPIE Tix, B
EOFRARPDELRERB LT LRV LD 5.

MiEE % OFRO MR OF W B FHRRBR ORI
BEP»RETLEALND D, FHEMEBEN LT
ATRHTHB. 2FEOE, s v—F 1Bk
Wiz CAIS-IIKIT *fivna Z Lick by, HFRE
BENKBESNIER L W55 5. BERA
DR - FRIEEE QKR TIX, FIE T2 SD
DFER, SOFKM O Lo ff CAL2S5 fEix 36
U/ml, 50 %L £ o fetETix 21 U/ml, BT
16 U/ml Tdh -7z, S0P Lo Lotk & B 4% o [
CEBEZEIRh o7, Hy PATHEIZSWTIE
Bast 5238 L7 99% »aiEEh s 35U/ml &
2IF—FT 5 EETH o, UL E, BALL ELSA
CA125-IL KIT o BB OREE, 7y v15
BoEES, BXU ey —LBHEOEBCHL
TEEVLETH 5, EEMICHEBEEHELE,
IVEELET—203EFohdbDLEbNS.
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Summary

Basic Studies of BALL ELSA CA125-11 KIT for Detection
of Serum Cancer Antigen 125

Junko Kakizakr*, Tadayoshi MivyAzaki** and Tomoho MAEDA*

* Department of Radiology, Kyoto Prefectural University of Medicine
**Uji Hospital

We made basic studies of BALL ELSA CA125-
II KIT which is a solid phase two site immuno-
radiometric assay. The first monoclonal antibody
(M11) is coated on the BALL ELSA solid phase,
and the second one (OC125), radiolabeled with
1251 is used as a tracer. Since serum CA125 values
varied by incubation time, incubation temperature
and agitation speed, the conditions of the assay
had to be kept strictly. Intra- and interassay re-
producibility, recovery test and dilution test were
well satisfied. Prozone phenomenon was observed

over 5,000 U/m/. The minimum detectable con-
centration was 7.5 U/m/. Serum CAI125 values
measured using BALL ELSA CA125-I1 KIT was
correlated with those measured using conventional
CENTOCOR CA125 RIA KIT (y=1.058x—
0.106 r=0.973), although in the serum of a patient
with chronic pancreatitis the discrepancy between
serum CA125 values measured using these Kkits
was observed.

Key words: CA125, IRMA, Monoclonal anti-
body.
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