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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 personnel files, review of the CMS 209 Laboratory Personnel 
Report, lack of documentation, and staff interview, the laboratory failed to ensure an 
annual competency assessment had been completed for 3 of 4 mid-level testing 
personnel (PA-C #1, PA-C #2, DNP #1); failed to ensure a 6-month competency 
assessment had been completed for 1 of 1 new mid-level testing personnel (FNP #1); 
and failed to ensure a competency assessment for the responsibilities of the general 
supervisor (GS) and technical supervisor (TS) were completed for 2 of 2 years (2021, 
2022) reviewed. The findings were: 1. Review of the CMS 209 Laboratory Personnel 
Report showed the laboratory employed one staff member which performed the duties 
of the TS and the GS. The following concerns were identified: a. Review of the TS
/GS's personnel record showed no evidence a competency assessment had been 
completed in 2021 or 2022. 2. Review of the personnel records for PA-C #1, PA-C 
#2, and DNP #1 showed no evidence an annual competency assessment had been 
completed in 2022. 3. Review of the personnel record for FNP #1 showed an initial 
competency assessment had been completed on 5/5/22; however, there was no 
evidence the 6-month competency assessment had been completed. 4. Interview with 
the TS on 3/22/23 at 3:56 PM confirmed the competency assessments had not been 
completed as required. 5. Review of the "Competency Assessment" policy and 
procedure showed "...New employees are evaluated at 6-month review...Providers 
who perform wet preps outside of normal laboratory hours are required to be trained 
and evaluated annually..."
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D6086 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(3)(ii)

The laboratory director must ensure that verification procedures used are adequate to 
determine the accuracy, precision, and other pertinent performance characteristics of 
the method.

This STANDARD is not met as evidenced by:
Based on review of instrumentation method verification records and staff interview, 
the laboratory director failed to evaluate and approve the results of the verification 
study for 1 of 2 new analyzers (Horiba ABX Pentra C400 clinical chemistry analyzer). 
The findings were: 1. Review of the new instrumentation verification records for the 
Horiba ABX Pentra C400 analyzer showed no evidence the laboratory director had 
evaluated and signed the report as approved prior to patient testing. 2. Interview with 
the technical supervisor on 3/22/23 at 4:24 PM confirmed the laboratory director had 
not signed the new instrumentation verification study.


