
 

 

Each day of use, does the laboratory test the positive and negative reactivity of staining 
materials to ensure predictable staining characteristics?  Use D5473. 
 
Does the laboratory, concurrent with the initial use, check each batch of media for pH 
(amniotic cell cultures should be kept between pH 6.8 and 7.8), sterility, and ability to 
support growth?  Use D5477. 
 
Does the laboratory employ an alternative procedure for the immediate assessment and 
monitoring of all testing over time?  For example:  Control materials are not routinely 
available to demonstrate chromosome abnormalities for linkage, breakage or 
translocation, but the laboratory must demonstrate an alternative mechanism for detecting 
chromosome abnormalities to be analyzed.  Use D5485. 
 
An alternative procedure might include spit sample with another laboratory, repeat 
patient specimen, special stains, FISH assays, and/or molecular assays. 
 
§493.1278 Standard:  Histocompatibility 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
(a) General.  The laboratory must meet the following requirements. 
 
Interpretive Guidelines §493.1278(a): 
 
When condition-level deficiencies in Histocompatibility are identified in any or all 
phases of testing, cite D5042. 
D5685 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1276 Standard:  Clinical cytogenetics 
 
(c) Determination of sex must be performed by full chromosome analysis. 
 
D5687 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1276 Standard:  Clinical cytogenetics 
 
(d) The laboratory report must include a summary and interpretation of the 
observations, number of cells counted and analyzed, and use the International 
System for Human Cytogenetic Nomenclature. 
 
Probes §493.1276(d) 
 
Does the laboratory report include: 
 

• Type of banding method used, if applicable; 


