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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 competency policy and interview with the Laboratory 
Director (LD), the laboratory failed to establish a procedure to assess the competency 
of 1 of 1 Clinical consultant (on the CMS 209 form, listed as personnel #2) for their 
responsibilities in 2020 and 2021. Findings include: 1. On the day of survey, 06/08
/2021 at 08:50 am, the LD, could not provide a policy that reviews how to assess the 
competency for 1 of 1 Clinical Consultant for their responsibilities in 2020 and 2021. 
2. The laboratory could not provide documentation for competency assessment for 1 
of 1 CC. 3. The LD confirmed the finding above on 06/08/2021 around 10:30 am.

D6051 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(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, College of Pathology (CAP) 
proficiency testing (PT) records and interview with Laboratory Director (LD), the 
Technical Consultant (TC) failed to evaluate the test performance of 164 of 164 
testing personnel (TP) through internal blind testing samples or external PT samples 
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for blood gases assay examinations in 2020 and 2021. . Findings Include: 1. At the 
time of survey, 06/08/2022 at 09:30 am, the competency assessment records revealed 
the laboratory did not assess test performance of 164 of 164 TP through internal blind 
testing samples or external PT samples in 2020 and 2021 who performed blood gasses 
assay examinations on the ISTAT analyzer. 2. The LD confirmed the findings above 
on 06/08/2022 around 9:30 am.


