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Verification of Inspection Quality after Repair of Blood Cell Analyzer Failure
by ISO 15189 Medical Laboratory Accreditation Standards
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Abstract: How to perform post-repair verification when the medical equipment failed, by the laboratory accreditation
management mode of the ISO 15189, the laboratory should perform a series of verification operations according to the criterions
of the CNAS-CLO02 refered the series of documents: update identification,post-repair verification and traceability before failure.
The understanding of standard documents and codes of conduct were the most important reasons that affected the quality of
inspections, and were also the main source of non-compliance. A thorough understanding of the relevant equipment maintenance
terms in CNAS-CL02 and CNAS-CL02-A001 was a prerequisite for correct implementation of verification. How to choose the
appropriate verification method according to the cause of the failure was the key to successful verification. In this way, the quality
of inspection after fault repair could be guaranteed.
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