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Summary Statement of Deficiencies

D5209 PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(s): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish 
and follow written policies and procedures to assess employee and, if applicable, 
consultant competency.

This STANDARD is not met as evidenced by:
. Based on record review and interview with the Manager of Clinic Operations, the 
laboratory failed to establish and follow written competency assessment policies for 2 
of 2 Technical Consultants (TC1, TC2) as listed on the CMS-209 per CLIA regulation 
493.1235. Findings include: 1. A review of the laboratory personnel documentation 
revealed a lack of competency assessments for the following: a. No competency 
assessments were conducted for TC1 for the years 2023, 2024 and 2025. b. No 
competency assessments were conducted for TC2 since promotion into new role in 
April 2024. c. The surveyor requested the missing documentation listed above at 10:
30 am from TC2 and was unable to provide documents. 2. A review of the 
laboratory's personnel competency policies revealed the policy did not include 
assessments for Technical Consultants. 3. An interview with the Manager of Clinic 
Operations on 04/14/2025 at 10:45 am confirmed the lack of documentation listed 
above; and stated that the laboratory TC (Technical Consultant) competency 
assessments are conducted every 2 years; however it is not indicated in the laboratory 
policy.
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