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Abstract

he proper quality control and quality assurance of clinical laboratory require not

only ceaseless efforts of all lab—related personnel but also systematic programs
supported and monitored by institutions or academic societies nationwide. For an
external quality control program, ‘The Korean Association of Quality Assurance for
Clinical Laboratory” is performing proficiency tests and inter—laboratory comparison
programs twice a year. This program includes cytogenetics for prenatal tests, consti-
tutional abnormalities and neoplasia, molecular genetics for viruses, tuberculosis,
leukemia, genotyping and diagnosis of muscular dystrophy, and neonatal screening
of congenital metabolic diseases. For an internal quality control program, each labo-
ratory is mandatory to make the policies for validation of protocols and reagents,
training and credentials of individuals performing analysis, sample identification, safe-
ty for laboratory staff, and other compliance issues. In addition to those programs,
proper testing of quality control materials, periodic monitoring of failure rates, careful
review of laboratory errors, statistical analysis of the results, comparison with clinical
information, and other programs for quality improvement are also needed. For those
purposes, clinical laboratories must be enrolled in an approved external inspection
program. ‘Laboratory Accreditation Program’ of 'Korean Society of Laboratory
Medicine' gives an accreditation to each laboratory on a one— or two—year basis. A
laboratory’s ability to perform proper genetic testing is inspected for hundreds of
checklist items encompassing laboratory management, chemistry, cytogenetics and
molecular genetics. The programs above have been enhancing the lab quality and
welcomed by most institutions and labs that experienced the inspection.

Keywords : Genetic test; Quality assurance; Proficiency test;
Laboratory accreditation
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Table 1. Survey for the effects of laboratory accreditation programs (%, n=247) (9)

Effects of accreditation programs s.trongly disagree  uncertain agree strongly No
disagree agree  response

We could Improve equipments 6.48 17.98 31.98 39.27 4.86 243
We could Improve instruments 4.86 14.17 28.74 32.79 17.00 243
We could establish Laboratory Information System 10.12 17.00 34.82 27.94 5.67 4.45
We could improve the qualities of tests 2.02 2.83 21.05 55.87 15.38 2.83
We could increase the numbers of technicians 32.79 27.94 27.53 8.10 1.21 243
We intensified the Internal Quality Control programs 1.21 1.21 13.36 58.70 23.89 1.62
We recognized the importance of documentations 0.81 1.62 6.88 55.47 33.60 1.62
We became to have more interests in laboratory safety 1.62 4.45 25.51 53.44 13.36 1.62
\We became to have more interests in qualities of tests 0.40 1.62 10.93 59.11 26.72 1.21
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