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Summary Statement of Deficiencies

D5411 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(a)

(a) Test systems must be selected by the laboratory. The testing must be performed 
following the manufacturer's instructions and in a manner that provides test results 
within the laboratory's stated performance specifications for each test system as 
determined under 493.1253.

This STANDARD is not met as evidenced by:
Based on surveyor review of analyzer calibration records, review of the Manufacture 
Operator Manual (OM) and interview with the Techincal Consultant (TC), the 
laboratory failed to follow the OM for Hematology testing performed on the Beckman 
Coulter DXH-520 analyzer in the calendar years 2024 and 2025. The findings include: 
1. The OM Chapter 11 "Quality Assurance" states to follow "repeatability" and 
"carryover" procedures after Calibration is completed. 2. There was no documented 
evidence that repeatability" and "carryover" was performed after Calibration. 3. The 
TC confirmed on 3/3/26 at 10:40 am the laboratory failed to follow the OM.
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