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Annual Report on External Quality Assessment in Immunoassay
in Korea (2009)

Hyon-Suk Kim, Young Lan Kim, Jungyong Park, Oh Hun Kwon, Deog An Kim, Jin Q Kim,
Young Kyu Sun, Seob Shin, Hwan Sub Lim, Hea Sun Chun, and Young Soon Jung

Immunoassay Subcommittee,
The Korean Association of Quality Assurance for Clinical Laboratory,
Seoul, Korea

Two trials with 15 test items of external quality assessment survey were performed in 2000.
The test items were constituted three immunoassay categories, i.e., tumor markers, thyroid
hormones and immunoproteins (IgG, IgM, IgA, C3 and C4). Fifteen test items commonly used in
clinical laboratories and performed by immunoassay method were surveyed as scheduled. The
number of participated laboratory of external quality assessment for Immunoassay Subcommittee
were 494 institutions in the first trial survey and 519 institutions in the second survey.

All of the fourteen control materials consisted of 12 home-made pooled sera and 2
commercial control sera (Liquimmune®, Liquid Assayed Immunoassay Control, Microgenics Co,
USA) were used for the two trials in 2009 survey.

The results are summarized as follows.

1. Laboratories participating in external quality control program of immunoassay were 494 and
519 laboratories and the response rate were 97.6% and 98.3% in 2000.

2. Chemiluminiscence immunoassay autoanalyzers were most commonly used for immunoassay
testing in the clinical laboratories for detecting tumor markers and hormones.

3. Stability tests of home-made control materials were performed and confirmed the CV values
were in acceptable ranges.

4. Workshops titled "National health examination for tumors” and "Standardization and
harmonization of laboratory tests” were held on September 4, 2009 and December 16, 2009 in
cooperation with  Annual Autumn Academic Conferences of Clinical Laboratory and Quality
Control, and Immunoserology Subcommittee, respectively.

The quality of the participating laboratories seems to be continuously improved. And, this year,
new sixty eight laboratories were participated to our Immunoassay Subcommittee.

Key Words : Quality assurance, External quality assessment, Survey, Immunoassay, Tumor
markers, Thyroid hormones, Immunoproteins
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Table 1. Trials of External Quality Assurance Survey of Immunoassay Subcommittee in 2009

ﬁ
I’_‘i

Sent Answered Institution Date materials sent Date feedback result
1st Trial 506 494 (97.6%) 2009. 04. 28. 2009. 07. 20.
2nd Trial 528 519 (98.3%) 2009. 30. 2010. 01. 21.

Table 2. Participants of Immunoassay Subcommittee by test categories in 2009

Test category

N of participant

Tst Trial (reply %) 2nd Trial (reply %)
Tumor markers 460 (93.1%) 484 (93.3%)
Thyroid hormones 459 (92.9%) 481 (92.7%)
Immunoproteins 84 (17.0%) 86 (16.6%)
Total N of participant replied 494 (100.0) 519 (100.0)
Total N of institution sent 506 528

Table 3. Replied Participants of Immunoassay Subcommittee by test items in 2009

N of participant

Test items = ol
AFP 460 484
CEA 429 438
HCG 97 95
Tumor markers B-HCG 48 45
PSA 407 428
CA125 338 346
CA 19-9 353 365
T3 408 429
T4 188 187
Thyroid hormones
Free T4 421 447
TSH 459 481
loG 78 81
IgM 78 80
Immunoproteins IgA 81 83
C3 84 86
C4 84 86
Total N of participant replied 494 519
Total N of institution sent 506 528
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