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Improvement of the Result Related to Tumor Marker Test
Through the OCS QC Program
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Purpose: Standard of retests were discrepant and inconsistent due to inaccuracy and lack of standardization
within normal range limit of tumor marker test. To enhance the standardization of retests set standard value
below normal range and the Order Communication System Quality Control (OCS QC) program was put in
place. This program enables managing the results within lower limit of normal range which were used for
tumor marker test in Health Center. Materials and Methods: At present the tumor marker study for AFP,
CEA, CA19-9, CA125, and PSA included outpatients in Asan Medical Center from February to March,
2009. The standard value was obtained by using the percentage of CV of Inter Assay according to the
normal range of each tumor test. The results were confirmed by using the OCS QC program via formatted
assessment of screening test such as test items, standard value and medical department. The number of
out-of-range results within plus and minus 30 percents regarding the five primary items of tumor marker
test was assessed. The next step was to obtain the number of AFP, CEA, and CA125 according to the ratio
of comparison between prior and post test result, 60%, 50%, and 40% within normal range, respectively. In
addition, set standard value below normal range. Results: The first screening test with percentage of sample
number was resulted between 30%-40% and the second one was AFP 26.1%, CEA 18.9%, CA19-9 17.3%,
CA125 18.7%, and PSA 21.0% obtained screening percentage of average 20 percents. The limited value of
retest was AFP less than 5.0 and more than 10.0, CEA less than 1.0 and more than 3.0, CA19-9 less than
10.0 and more than 30.0, and PSA less than 1.0 and more than 2.0 to set and the number of retest was
obtained by applying to the limited value of retest to screening percentage of average 20 percents For two
months, the number of retest was AFP 0, CEA 15, CA19-9 3, CA125 2, and PSA 5. Conclusions: Through
using the OCS QC program in establishing the standard of retest systemically, there appeared to be reduced
discrepancy among the examiners and to be expected improvement in relation to the error of results.
(Korean J Nucl Med Technol 2009;13(3):185-188)
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Table 1, PSA ZAnE 1T Q2 of

=1t A Zgl(ng/mL)
GHE 2008. 1.29 3.9

GHE 2006. 4.17 0.33

GHE 2003. 7.24 2.7

GHE 2001. 8. 7 1.4

GHE 1997.11.28 1.4
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Fig. 1. OCS QC program reportable
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Table 2, =2 HAHR|LY inter assay CV%

=z =2 AFP CEA CA19-9 CA125 PSA

EXE4 26 22 22 25 22

Yot 13 1.1 5.3 10.2 0.81

HEEX} 0.41 0.21 1.12 0.84 0.10

HSAH=(CV%) 31.1 18.9 21.2 8.3 11.8

Table 3. 1xl, 2k} screening 7|&

=z =2 AFP CEA CA19-9 CA125 PSA

1X} Screening7|& MZTHH| +30%

1X} Screening®2-2(%) 40.4 32.2 32.4 31.4 35.1

2%} Screening7|& MZADHH| +60% HMZADHH]| £50% HZADHH]| +40%

2X} Screening® 2-2(%) 26.1 18.9 17.3 18.7 21.0

Table 4, HAX| Olct RHAAL 7|25k

A AN dE Screening 7| & HAR| Al —Z12 2% MBS

AFP MZHH| +60% <15 ng/mL <5.0—>10 0

CEA HMZADCHH| +50% <6.0 ng/mL <1.0<>3.0 15
<2.0->4.0

CA19-9 MZADHH]| £50% <37 U/mL <10<>30 3

CA125 MZHH| +40% <35 U/mL <10<>30 2

PSA MZADICHH| +40% <3.0 ng/mL <1.0<>2.0 5

Table 5. X|&XoZ W2 Zf screening 2EER

= = AFP CEA CA19-9 CA125 PSA

Y| <15 ng/mL <6.0 ng/mL <37 U/mL <35 U/mL <3.0 ng/mL

2zt <5.0 ng/mL <3.0 ng/mL <20 U/mL <20 U/mL <1.0 ng/mL
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