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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 the absence of documentation and interview with the practice / laboratory 
manager on 5/3/19 at 9:40 a.m., the laboratory failed to perform and maintain 
documentation of Hemoglobin (Hgb) and Hematocrit (Hct) comparison testing 
between the Medonic M Series and Abbott i-STAT hematology analyzers at least 
twice a year. The laboratory manager and director acknowledged during interview at 9:
45 a.m. that they failed to perform the required Hgb and Hct twice a year method 
comparison between the two analyzers. They further acknowledged that the failure to 
perform the required comparison testing was an oversight and not an intentional act.
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