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Summary Statement of Deficiencies

D5300 PREANALYTIC SYSTEMS
CFR(s): 493.1240

Each laboratory that performs nonwaived testing must meet the applicable preanalytic 
system(s) requirements in 493.1241 and 493.1242, unless HHS approves a procedure, 
specified in Appendix C of the State Operations Manual (CMS Pub. 7), that provides 
equivalent quality testing. The laboratory must monitor and evaluate the overall 
quality of the preanalytic systems and correct identified problems as specified in 493.
1249 for each specialty and subspecialty of testing performed. 

This CONDITION is not met as evidenced by:
Based on observation, review of the procedure manual and test results, and interview, 
the laboratory failed to correct identified problems in the Preanalytic Systems. 
Findings included: The laboratory failed to follow their written policy for specimen 
integrity for five of 46 samples observed on 11/16/2023. This deficiency was not 
corrected from the recertification survey. Refer to D5311
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