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Laboratory Inspection and Accreditation in Korea II: Analysis of the First Round Inspection
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University School of Medicine, Daegu; Department of Laboratory Medicine?, Jesaeng General Hospital, Bundang; Neodin Medical

Laboratory?, Seoul; Department of Laboratory Medicine*, Korea University School of Medicine, Seoul, Korea

Background : The Korean Society of Laboratory Medicine (KSLM) Laboratory Inspection and Accredi-
tation Program (IAP) has been developed after one year of study supported by a research grant from
the Ministry of Health and Welfare (MOHW) of the Republic of Korea from June 1998 to May 1999 to
assess objectively the quality of laboratory work and assist the laboratories in improving the quality
of their work. The IAP is based on peer review and voluntary participation. The IAP has been con-
tinuously improved since the first laboratory inspection began in May 1999 and it was soon expand-
ed nationwide. The improvement was made by updating the inspection checklists to reflect feedback
from inspection activities and holding frequent inspectors training workshops. This paper describes
the progress and outcome of the I1AP.

Methods : The IAP has been implemented nationwide through the following steps: 1) preliminary
review of application papers including laboratory quality control policies and external proficiency
survey results, as well as on-site inspection by inspectors; 2) addition of newly approved “Inpatient
Interpretive Summary Report” checklist (IISR); 3) inspectors training workshop for the “IISR™ checklist;
4) continuation of the IAP for all checklist areas including “lISR”; and 5) the first revision of checklists.

Results : One hundred nineteen laboratories were accredited during the first year of the IAP. Due
to the implementation of the MOHW approved health insurance reimbursement item for laboratory
physicians, the “lISR” checklist was created. The mean score of the laboratory inspection results was
92.8 and hospital laboratories showed a higher score on routine testing areas, however, commercial
reference laboratories showed a better score on special testing areas. The checklists were revised
according to the feedback from the first round of inspections.

Conclusions : The nationwide implementation of the KSLM laboratory IAP was accomplished through
this study. The IAP appears to have provided a firm basis for the improvement of quality and efficien-
cy of clinical laboratories in the country. (Korean J Lab Me@003; 23: 363-9)
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Fig. 1. Laboratory Accreditation Certificate.
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Table 1. Laboratory Inspection Scores by Inspection Checklist Areas
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30320, ZF AWl ohE Bax]e] M$(32/105)
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3.1225. UPS @ AVR 71%(27/105)

3.1330. F=A o] gt stray lighte] F71(25/105)

37705, EFEAL 083} refractometer A73(22/105)

V

Distribution of Scores (%)

Mean Scores

Checklist Areas No. of : ;
Labs  <50%  5059% 6069% 70-79% B80-89% 90%<  Allap  Ofice Reference Hospital
Lab Lab Lab
Lab General 106 4 20 82 93.2 941 931
Hem/Coag 105 5 24 76 92.6 922 926
Gene Chem 105 3 7 95 95.4 93.8 95.5
Spec Chem 65 1 7 57 94.6 97.2 94.4
Urinalysis 105 1 2 16 86 94.1 96.9 93.9
Microbiology 105 6 25 74 92.1 89.3 923
Blood Bank 103 1 9 93 94.5 82.8 94.8
Immunology 104 1 9 94 95.7 918 96.0
Flow Cytometry 23 1 1 21 95.5 95.5
Histocompatibility 33 1 2 7 23 92.3 84.7 93.0
Cytogenetics 23 1 3 19 94.2 96.0 93.8
Mol Biol 42 2 1 39 94.7 915 95.1
Limited Lab 11 1 2 5 3 84.3 84.3
Clin Summary 101 5 96 97.7 97.7
Total 119 1 3 20 95 92.8 84.3 921 93.8

Abbreviations: Lab, laboratory: Hem, hematology; Coag, coagulation; Gene Chem, general chemistry; Spec Chem, special chemistry; Mol Bial,

molecular biology; Clin, clinical.
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