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This archived document is no longer being reviewed through the CLSI Consensus Document Development
Process. However, this document is technically valid as of September 2017. Because of its value to the
laboratory community, it is being retained in CLSI’s library.
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This document identifies important factors that designers and
laboratory managers should consider when developing new
software-driven systems and selecting software user interfaces.
Also included are simple rules to help prepare validation protocols

for assessing the functionality and dependability of software.

A guideline for global application developed through the Clinical and Laboratory Standards Institute consensus process.
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