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Fig. 1 Standard curve of CYFRA2I-1. Mean+1
standard deviation.
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Table 1 Recovery test

Added

concentration 0 5.1 15.8 29

Sample 1

Measured 3.0 7.6 20.4 354

Recovered 4.6 17.4 324

Recovery % 90.2 110.5 111.9
Sample 2

Measured 5.0 11.4 21.5 42.8

Recovered 6.4 16.5 37.8

Recovery %, 125.5 104.8 130.6
Sample 3

Measured 14.1 18.5 29.9 45.6

Recovered 4.4 15.8 31.5

Recovery %, 86.3 100.3 108.8

Mean recovery (%, rﬁeanﬁSD)

109.8+13.9
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Fig. 2 Dilution test.
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Fig. 3 Relationship between CYFRA21-1 and TPA
concentrations in patient’s serum.
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Fig. 4 Serum CYFRA2I1-1 concentration
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in patients with gastrointestinal disease.
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Summary

Evaluation of a Cytokeratin 19 Assay Kit “BALL ELSA CYFRA21-1”

Harumi SAKAHARA, Tadako KousakaA, Noriko HATTORI, Makoto HosoNo,
Hisataka KoBAYASHI, Makoto SHIRATO, Zhengsheng YAO and Junji KONISHI

Department of Nuclear Medicine, Faculty of Medicine, Kyoto University

We evaluated “BALL ELSA CYFRA21-1" kit,
an immunoradiometric assay kit for cytokeratin 19.
Monoclonal antibodies KS19-1 and BM19-21
are used for immunoadsorbent and indicator,
respectively. There was no problems in reproduc-
ibility, dilution test and recovery test. Minimum
detectable concentration was 0.42 ng/m/. The
antigen measured by this kit was immunologically
cross-reactive with tissue polypeptide antigen
(TPA) and CYFRAZ21-1 concentration was closely
correlated with TPA concentration in patient’s
serum. One of twenty-six healthy subjects showed
serum concentration over a cut-off value of 2.0 ng/

m/. Serum CYFRA21-1 concentration elevated
in 5 of 10 esophageal cancer patients, 5 of 10
gastric cancer patients, 7 of 10 colorectal cancer
patients and 6 of 10 pancreatic cancer patients.
Positive rate in patients with benign disease in-
cluding hepatopathy was low. BALL ELSA
CYFRA21-1 kit is reliable and CYFRAZ2I1-1
could be a useful tumor marker in gastrointestinal
cancer.

Key words: Cytokeratin 19, CYFRA21-1,
Tumor marker, Immunoradiometric assay, Mono-
clonal antibody.
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