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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 review of laboratory procedure manual, review of competency records for 
testing personnel and interview with the General Supervisor, the laboratory failed to 
ensure written competency assessment policies were followed for testing performed in 
2022 and 2023. Findings include: 1. Review of laboratory compentency assessments 
revealed that no documentation of competency assessments were found in 2023 for 
Testing Personnel #1 and Testing Personnel #2 and in 2022 for Testing Personnel #3. 
2. An interview with General Supervisor on 06/04/2024 at 10:17 am, revealed that 
supporting documentation provided for Testing Personnel #1 for 2023, Testing 
Personnel #2 and Testing Personnel #3 from an affiliate location, not the laboratory. 3. 
A review of the laboratory's "Laboratory Personnel Training/Competence Checklist" 
policy revealed a section stating, "In order to establish and maintain accurate test 
performance in the Laboratory associated with Gago Center for Fertility all employees 
that perform laboratory functions are required to prove competency." 4. An interview 
with General Supervisor on 06/04/2024 at 10:23 am confirmed the competency 
assessments were not performed.
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