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Summary Statement of Deficiencies

D6128 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(9)

(b)(9) Thereafter, evaluations must be performed at least annually unless test 
methodology or instrumentation changes, in which case, prior to reporting patient test 
results, the individuals performance must be reevaluated to include the use of the new 
test methodology or instrumentation.

This STANDARD is not met as evidenced by:
Based on personnel competency evaluations review, lack of documentation, and 
interview with the Technical Supervisor, the laboratory failed to reevaluate 2 of 3 
testing personnel for the new BD COR Molecular instrument since 10/2024. The 
laboratory performs approximately 36,200 molecular tests annually. Findings include: 
1. Competency and training records review revealed the laboratory failed to include 
documentation of performance reevaluation for 2 of 3 Testing Personnel for new high 
complexity molecular testing since 10/2024. 2. In an interview conducted on 1/22
/2026 at approximately 2:42 p.m., the Technical Supervisor confirmed the laboratory 
failed to include documentation of performance reevaluation for 2 of 3 Testing 
Personnel for new high complexity molecular testing since 10/2024.
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