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Summary Statement of Deficiencies

D6125 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(8)(v)

The procedures for evaluation of the competency of the staff must include, but are not 
limited to assessment of test performance through testing previously analyzed 
specimens, internal blind testing samples or external proficiency testing samples.

This STANDARD is not met as evidenced by:
Based on review of Competency Assessment records and interview with Laboratory 
Director (LD), the Technical Supervisor (TS) failed to include assessment of test 
performance in the competency evaluation of 2 of 2 testing personnel who performed 
gross macroscopic examinations and specimen inking of frozen sections from 04/16
/2021 through date of survey. Findings include: 1. On the day of the survey 05/18
/2023 at 9:43am, review of Laboratory Personnel Competency Assessment Tracking 
form for Gross examinations and specimen inking of frozen sections, revealed the TS 
did not include assessment of test performance through previously analyzed 
specimens, internal blind testing samples or external proficiency testing samples from 
04/16/2021 to 05/18/2023. 2. The laboratory reported an annual test volume of 2119 
for Histopathology. (CMS-116) 3. LD confirmed the above findings on 05/18/2023 
around 10:30am
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