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Assessing the Quality of Immunoassay
Systems: Radioimmunoassays and
Enzyme, Fluorescence, and Luminescence
Immunoassays; Approved Guideline

This guideline addresses components for harmonizing and
assessing the quality of immunoassay systems for several
commonly used dose-response indicator categories, e.g.,
radioisotopes, enzymes, fluorescence, luminescence, reagents,
and experimental components criteria essential to characterizing

an immunoassay.

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