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Summary Statement of Deficiencies

D5775 COMPARISON OF TEST RESULTS
CFR(s): 493.1281(a)(c)

(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. (c) The 
laboratory must document all test result comparison activities.

This STANDARD is not met as evidenced by:
Based on surveyor review of the laboratory's list of tests performed, lack of 
documentation, and interview with the general supervisor the laboratory failed to have 
a system that twice annually evaluated the relationship between test results using 
different methodologies for white blood cell (WBC) differentials for 2020. Findings 
are: 1. Review of the laboratories list of tests performed revealed the laboratory was 
performing WBC differentials by automated instrument and by manual method. 2. No 
documentation could be presented at the time of survey to demonstrate the laboratory 
evaluated the relationship between these different methodologies. 3. Interview with 
the general supervisor on 7/1/2021 at 1:35 PM confirmed patient testing was being 
performed using both methods, but no semi annual evaluations had been documented 
for 2020 comparing these two methodologies.
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