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Summary Statement of Deficiencies

D5400 ANALYTIC SYSTEMS
CFR(s): 493.1250

Each laboratory that performs nonwaived testing must meet the applicable analytic 
systems requirements in 493.1251 through 493.1283, 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 analytic systems and correct identified problems as specified in 
493.1289 for each specialty and subspecialty of testing performed.

This CONDITION is not met as evidenced by:
Based on record review and an interview with the Laboratory Director (LD), the 
laboratory failed to monitor and evaluate the overall quality of the analytic systems 
and correct identified problems with the moderately complex testing procedures in the 
subspecialties of Routine Chemistry, Toxicology and Endocrinology. This deficient 
practice had the potential to affect all patient testing procedures performed in this 
laboratory between 03/14/2025 through 03/18/2025. Findings Include: 1. The 
laboratory failed to ensure that the laboratory's reagents were not used when they had 
exceeded their expiration dates. (Refer to D5417) 2. The laboratory failed to perform 
and document maintenance protocol which was necessary for accurate and reliable 
test results and test result reporting in the subspecialties of Routine Chemistry, 
Endocrinology and Toxicology (Refer to D5429)
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