
MM07-A2
Fluorescence In Situ Hybridization Methods 
for Clinical Laboratories; Approved 
Guideline—Second Edition

This document addresses fluorescence in situ hybridization 

methods for medical genetic determinations, identification 

of chromosomal abnormalities, and gene amplification. 

Recommendations for probe and assay development, 

manufacture, qualification, verification, and validation; 

instrument requirements; quality assurance; and evaluation of 

results are also included. 

A guideline for global application developed through the Clinical and Laboratory Standards Institute consensus process. 
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Archived Document
This archived document is no longer being reviewed through the CLSI Consensus Document Development 
Process. However, this document is technically valid as of June 2023. Because of its value to the laboratory 
community, it is being retained in CLSI’s library.

NOTE: CLSI document MM07-A2 does not cover some specific applications of fluorescence in situ 
hybridization (FISH) for oncology or newer technologies for automated reading and morphology-FISH 
overlays.
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