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EVALUATION OF A MONOCLONAL ANTIBODY-BASED
ENZYME IMMUNOASSAY (IQ(BIO) PAP-AELIA KIT)
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The clinical application of enzyme immunoassay (EIA) for prostatic acid phosphatase (PAP)
is reported. PAP concentration was measured by an IQ (Bio)PAP-AELIA kit. Serum samples were
collected from 20 healthy individuals, 31 patients with benign prostatic hypertrophy, 14 patients with
prostatitis, 23 patients (47 samples) with prostatic cancer and 29 patients with various other malig-
nancies. The coefficients of variation (% CV) in intraassay and interassay ranged from 2.3 to 4.4%,
and from 3.0 to 3.6%, respectively. The recovery rate in the dilution test and recovery test were
106.24-8.9% and 101.31+6.9% respectively. A significant correlation (r=0.994, p<0.01) was ob-
served between EIA and RTIA methods in the prostatic cancer patients. PAP concentration was ele-
vated above 2.0 ng/ml in 0/2 (0%) of the treated patients with stage B prostatic cancer, 1/5 (20%)
of those with stage G, 6/16 (389,) of those with stage D, and in 4/5 (80%,) of the untreated patients
with stage D prostatic cancer. False positive results were seen in 2/31 (6%) of the patients with
benign prostatic hypertrophy, 3/14 (219%) with prostatitis and 3/29 (10%,) of the patients with vari-
ous other malignancies. In the majority of the false positive cases, elevated levels were only just
above the normal value. In conclusion, the PAP level measured by this EIA kit was correlated with

the clinical response to hormone therapy for prostatic cancer.
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3) Inter-assay (Table 3)
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Pipette 60 pl of conjugate into each well

Add 20 Pl of serum or standard
Incubate for 2 h,
Wash four times

Add 80 pl of substrate
Incubate for 20 min.
Add 220 pL of amplifier
Incubate for 10 min.
Add 50 Pl of stopping solution

Read absorbance at 492 nm

Fig. 1. Test procedure flow chart of IQ (Bio)
PAP-AELIA kit.

Table 1. Reproducibility of standard curve.

Pﬁgfﬁj No,  Menaodt gpy0-3 gicv
2.5 7 0.243 24.1 9.9
3.75 7 0.328 29.0 8.8
5.0 7 0.454 21.3 4.7
7.5 7 0.638 38.4 6.0
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Table 2. Intra-assay precision.
Sample

No. 1 I i

1 2.14 3.91 9.28

2 2.07 4.04 9.45

3 2.15 4.00 9.04

4 2.27 4.09 9.43

5 2.15 4.23 10.19

6 2.18 4.05 9.95

7 2.12 3.99 9.91

8 2.15 4.02 9.16
Mean 2.15 4.04 9.55

S.D. 0.05 0.10 0.42
C.V. 2.3 2.5 4.4

Table 3. Inter-assay precision.

Sample
No. 1 I m
1 2.35 4.56 6.01
2 2.33 4.34 5.78
3 2.20 4.25 6.13
4 2.40 4.50 6.36
5 2.31 4.70 6.24
Mean 2,32 4.47 6.10
S.D. 0.07 0.17 0.22
C.V. 3.0 3.8 3.6
op
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Fig. 2. Dilution test.
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Table 4. Recovery test.
- PAP(ng/mt)
Sera Added Expected  Determined  Recovered % Recovery
2.50 2.75 2.81 1.31 104.8
S1 3.75° 3.38 3.64 2.14 114.1
(3.0 ng/me) 5.00 4.00 3',97 2.47 98.8
7.50 5.25 5.27 3.77 100.5
S2 3.75 2.33 2.32 1.87 99.7
(0.9 ng/me) 5.00 2.95 2.93 2.48 99.2
7.50 4,20 3.89 3.44 91.7
2 PAP (ng/ml)
] 10 16 $
Prostatic ca. 23 " N - i
Stage B 2] 40
Stage C 8 . [}
StageD | 10 e | o . . .
BPH 31 be
Prostatitis 14 ®» le
Other malig. 20 Yo .
Normal 20 L ]
[o d case In pr tic ca.

Fig. 3. Serum PAP levels by EIA.

Table 5. PAP positive rate in prostatic cancer.

Positive cases

Stage No. EIA RIA
B 2 0 0
C 5 1 1
D 16 6 7

65 @ (5)

( ); untreated cases
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Fig. 4. Correlation of PAP results between EIA
and RIA
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Fig. 5, The change in PAP level in response to hormone
therapy in patients with prostatic cancer.
DES: Diethylstilbestrol diphosphate C: Castration.
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