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Evaluate the Quality of Drug Abuse Urine Testing
Institutions in 2011

LI-CHUAN PAN, PO-SEN WANG, CHIA-CHEN YU, WAN-CHEN LEE,
MING-SHIN LEE AND HWEI-FANG CHENG

Division of Risk Management, FDA

ABSTRACT

In 2011, thirteen drug abuse urine testing institutions underwent proficiency tests and in situ inspections
to validate the reliability and quality of their laboratory work. This article presents an analysis of the quality of
the institutions’ testing procedures and execution. In the proficiency test, accuracy is accepted within the bounds
of mean £20% (or £2SD), while systematic or random error is realized using a Youden chart. The “Inspection
Guideline of the Drug Abuse Urine Testing Institutions” is used by inspectors to categorize and identify which
category has the most non conformance reports (NCRs).

The results indicate that nine institutions failed to fall within the mean £20% (or £2SD) limits of accuracy
in their proficiency test. However, all thirteen institutions met the criteria that 80% or more of their results need
to be within the mean +20% (or +2SD) boundary. All drugs except norketamine and codeine have been found
to have systematic or random errors. The results also revealed that NCRs were found the most frequently in the
sections “Quality Manuals”, “Quality Regulation and Assurance”, and “Urine Specimen Collection, Disposal,
and Storage”. Urine testing institutions may continue to improve upon the quality of their work according to the
results of proficiency tests and inspections in the above analyses.

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



