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For information on the provider's plan to correct this deficiency, please contact the provider or the state survey agency.
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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 review of analyzer manufacturer's requirements, laboratory Standard 
Operating Procedures (SOPs), as well as interview with Office Manager (OM), the 
laboratory failed to comply with analyzer manufacturer's requirements for humidity 
monitoring. FINDINGS: 1. Medonic M Series analyzer manufacturer's requirements 
specify humidity range of 10 - 90%. 2. There was no documentation of humidity 
monitoring from 2023 through survey date. 3. The current, approved SOPs did not 
include instructions for performing such activity. 4. OM confirmed the findings on 
May 28, 2025, at approximately 12:30 P.M.
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