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Summary Statement of Deficiencies

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:

Review of the CM S 209 Laboratory Personnel Report, policies and procedures,
personnel records and interview of facility personnel found that the laboratory failed
to have a procedure in place to evaluate the competency of one technical supervisor
and two general supervisors performing high complexity proceduresin
Histopathology . Findings included: 1. Review of the CM S report 209 Laboratory
Personnel Report found that the laboratory designated two general supervisors and
one technical supervisorsfor high complexity testing. 2. Review of policies and
procedures found that the laboratory had no policy or procedure for assessing the
competency of supervisors performing high complexity testing in Histopathology . 3.
Review of personnel files found no documentation of competency assessment for the
two general supervisors and the technical supervisors performing high complexity
testing in histopathology. 3. During interview of the general supervisor 1 listed on the
CMS report 209 conducted on June 5, 2024 at 10:10 AM, he confirmed that the
laboratory had not evaluated the competency of the general supervisors and the
technical supervisor performing high complexity testing in Histopathology.

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.



This STANDARD is not met as evidenced by:

Based on review of policies and procedures, proficiency testing (PT) records, and
interview of facility personnel, the laboratory failed to have documentation of
performing semi-annual accuracy assessments for histopathology slide interpretations
for 2023. The findings included: 1. Review of the policies and procedures found no
procedure available for review for assessing the accuracy of results for
Histopathology slide interpretations. 2. The laboratory failed to have documentation
of performing semi-annual accuracy assessments for histopathology slide
interpretations in 2023. 3. During interview of general supervisor 1 on the CM S report
209 conducted June 5, 2024 at 11:22 AM, he confirmed that the laboratory started
testing in June 2023 and did not perform accuracy assessments for histopathology
semiannually in 2023.



