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 Person NB. Developing risk-based quality control plans: an overview
of CLSI EP23-A.

What constitutes quality control (QC) in the clinical laboratory has
expanded from being focused on the testing of QC samples to
managing the risks of reporting incorrect patient results. To
effectively implement this expanded vision of QC, the techniques of
risk management are important tools. In 2011, the Clinical and
Laboratory Standards Institute published EP23-A, Laboratory
Quality Control Based on Risk Management, providing an
iIntroduction to risk management techniques and guidance on
developing a risk-based QC plan.

--------- Clin Lab Med. 2013 Mar;33(1):15-26.
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Westgard S. Prioritizing risk analysis quality control plans based on
Sigma-metrics. Clin Lab Med. 2013 Mar;33(1):41-53.

Westgard JO. Perspectives on quality control, risk management,
and analytical quality information. Quality control (QC) practices
are changing in US laboratories as Centers for Medicare and
Medicaid Services adopts individualized QC plans as a new option
for compliance with the Clinical Laboratory Improvement
Amendments regulations. Medical laboratories should integrate risk
management tools with existing quality management techniques
and activities to provide an overall plan for analytical quality
management. Clin Lab Med. 2013 Mar;33(1):1-14
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A Risk-Management Roadmap for Clinical Laboratories. Any IVD device can and will
fail under certain circumstances. CLSI EP 23 helps labs to manage and mitigate risk.
Manufacturers also stand to benefit from knowledge of the guidelines.By: James H.
NicholsShareClinicians often place a great deal of blind faith in the results of IVD
medical devices. Staff assumes if a device gives a result, then that result must be
correct. Glucose meters, pregnancy tests, blood gas analyzers and coagulation
devices are all considered equivalent to central laboratory instrumentation, only
faster. Yet, central laboratory testing is conducted under well monitored and
controlled conditions, while these point-of-care testing (POCT) devices are subjected
to a variety of environments and staff that may inadvertently lead to incorrect results.
This article will address how laboratories can develop a quality control plan for POCT
and laboratory-based devices to reduce the risk of incorrect results and consequent
harm based on Clinical and Laboratory Standards Institute (CLSI) guideline EP23
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