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Institutions in 2018
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Division of Quality Compliance and Management, TFDA

ABSTRACT

In 2018, 15 accredited drug abuse urine testing institutions took part in proficiency tests and in
situ inspections to validate the reliability and quality of their laboratory work based on article 16 of
the “Regulations Governing Accreditation and Management of Drug Abuse Urine Testing and Medical
Institutions”. Once accredited, the testing institution shall take the performance test conducted by the
executive institution once every three months. The accuracy of test results shall reach 90% or above,
and false positive result may not occur. For 80% or more of the results, the difference between the two
consecutively measured values of the tested drug and the mean value of all testing institutions participating
in the test shall be within 20% or two standard deviations, and it is not allowed that the difference reaches
50% or more for two consecutive times. The Youden chart was used to detect systematic or random errors.
The inspectors identified and categorized the deficiency in the most non-conformance reports (NCRs)
based on “Inspection Guidelines for the Drug Abuse Urine Testing Institutions”. The proficiency tests
items included morphine, codeine, amphetamine, methamphetamine, MDMA, MDA, marijuana, ketamine
and norketamine. The test results indicated that the accuracy of 13 institutions exceeded + 20% (or +
2SD) of the mean value. However, this was considered acceptable. Systematic and random errors were
also noted in some institutions when the Youden chart analysis was applied. As to the in situ inspections,
most of non-conformances were found in the categories of “Quality Control and Assurance” and “Quality
Manual”. The results of the proficiency tests and inspections not only help to enhance the supervision and
management of the accredited testing institutions, but also serve as references for the testing institutions

to continuously improve their quality of work.

Key words: drug abuse urine testing, proficiency testing, inspection



