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Summary Statement of Deficiencies

D6053 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(9)

(b)(9) Evaluating and documenting the performance of individuals responsible for 
moderate complexity testing at least semiannually during the first year the individual 
tests patient specimens.

This STANDARD is not met as evidenced by:
Through review of personnel competency records for four testing personnel listed on 
the CMS 209 form, authorizations to perform tests, and interview, it was determined 
that the laboratory did not assess the competency of one of four testing personnel 
semi-annually during the first year of employment. Findings follow: A) Review of 
personnel records of testing personnel ( number 4 on the CMS 209 form) indicated 
that the employee began employment in May 2024 and authorized by the laboratory 
director to perform moderately complex Complete Blood Cell (CBC) testing without 
direct supervision. Competency assessments for CBC testing were dated 5/10/24 and 8
/1/25 which did not meet the requirement of twice annual competency assessment 
during the first year of employment. B) In an interview on 2/12/26 at 09:15 a.m. the 
laboratory staff member (number 1 on the form CMS 209) verified that competency 
evaluation was not performed semi-annually during the first year of employment for 
the testing personnel identified as number 4 on the CMS 209 form..
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