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Fundamental and Clinical Evaluation of a TPA Immunoradiometric Assay Kit
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Fig. 1 The effects of various assay, procedure conditions on measured counts.
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Fig. 2 Dilution test. Samples were diluted with the diluent (phosphate buffer) of the kit.

Table 1 Intra- and Inter-assay reproducibility

Intra-assay reproducibility

Inter-assay reproducibility

sample 1 sample 2 sample 3 sample 4 sample 5 sample 6
90.0* 275.0 740.0 95.0 315.0 815.0
78.5 267.5 690.0 92.5 282.5
82.0 250.0 700.0 89.0 287.5 715.0
82.5 265.0 710.0 82.0 290.0 700.0
95.0 270.0 730.0 89.0 271.5 745.0
90.0 247.5 645.0 90.0 275.0 740.0
87.5 260.0 715.0 76.0 250.0 785.0
92.0 255.0 645.0 79.0 242.5 740.0
90.5 265.0 680.0 84.5 271.5 785.0
94.5 247.5 705.0 91.0 265.0 725.0
79.0 305.0 840.0
mean 88.3 260.3 696.0 86.1 278.9 759.0
SD 5.6 9.4 32.0 6.3 21.4 45.4
CcvV 6.3%* 3.8 4.6 7.3 7.1 6.0
* U/l *k %

v 3 VEEERE 77 W L 37°C (Fig. 1c), &¥e&[E
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50, Do RN iz 25U/l #B/NIEELE L
ol
BERERSRRAR T, 200U/ BEO L DX
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Table 2 Recovery test

Added TPA Measured Recovered Recovery
((8)0))] wn /i (%)
Exp. 1 35.0
30.0 60.0 25.0 83.3
75.0 110.0 75.0 100.0
200.0 210.0 175.0 87.5
500.0 485.0 450.0 90.0
Exp. 2 33.5
30.0 58.0 24.5 81.6
75.0 97.5 64.0 85.3
200.0 202.5 169.0 84.5
500.0 505.0 471.5 94.2
Exp. 3 116.0
75.0 181.5 65.5 87.3
200.0 305.0 189.0 94.5
500.0 615.0 499.0 99.8
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Fig. 3 Correlation between TPA assayed by immuno-
radiometric assay and that assayed by indirect
radioimmunoassay.
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Fig. 4 Distribution of serum TPA among normal
subjects.
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Fig. 5 Serum TPA levels in various diseases. Shadow indicates the normal range (cut off
value 110 U/I).

A cases with early stage
@ cases with metastases

Table 3 Positivity of serum TPA in various malignant and benign diseases

Cut off value

Disease Cases
77U/l 110U/l
Malignancy 159 101 (63.5%) 74 (46.5%)
Lung cancer 18 12 (66.7%) 10 (55.6%)
Esophageal cancer 10 4 (40.0%) 4 (40.0%)
Gastric cancer 17 10 (58.8%) 8 (47.1%)
Colon cancer 10 7 (70.0%) 6 (60.0%)
Hepatocellular carcinoma 17 16 (94.1%) 14 (82.4%)
Cancer of head and neck 28 17 (60.7%) 11 (39.3%)
Uterine cancer 17 13 (76.5%) 9 (52.9%)
Ovarian cancer 8 6 (75.0%) 4 (50.0%)
Malignant lymphoma 9 3(33.3%) 2(22.2%)
Others 25 13 (52.0%) 7(28.0%)
Benign diseases 47 20 (42.6%) 11 (23.4%)
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Fig. 6 Effects of treatments on serum TPA levels.

@ cases of absolute curative operation or
complete remission

¥ cases whose diseases progressed during
treatment
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Fig. 7 Clinical courses and serum TPA levels.
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