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§493.1281 Standard:  Comparison of test results 
 
(a) If a laboratory performs the same test using different methodologies or 
instruments, or performs the same test at multiple testing sites, the laboratory must 
have a system that twice a year evaluates and defines the relationship between test 
results using the different methodologies, instruments, or testing sites. 
 
Interpretive Guidelines §493.1281(a)-(c) 
 
The laboratory must have a system to monitor and evaluate all testing it performs.  
Examples of materials that may be used to evaluate the same test performed by different 
methodologies, at multiple locations, and/or on multiple instruments in the same 
laboratory are proficiency testing samples, split samples or “blind” testing of materials 
with known values. 
 
A laboratory that performs the same test at multiple locations or on more than one 
instrument must have written criteria for acceptable differences in test values (e.g., 
between different or identical models of an instrument from the same manufacturer, 
between instruments from different manufacturers). 
 
If the laboratory performs calibration verification as specified in §493.1255(b), it may use 
the calibration verification to meet the requirements at §493.1281(a), provided the 3 
levels of materials used for calibration verification meet the laboratory’s criteria for 
acceptable differences in test values. 
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§493.1281 Standard:  Comparison of test results 
 
(b) The laboratory must have a system to identify and assess patient test results that 
appear inconsistent with the following relevant criteria, when available: 
 

(b)(1) Patient age. 
 
(b)(2) Sex. 
 
(b)(3) Diagnosis or pertinent clinical data. 
 
(b)(4) Distribution of patient test results. 
 
(b)(5) Relationship with other test parameters. 


