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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:

Based on record review and interview with the Lab Manager, the laboratory failed to
perform 6 month competency evaluations for two (#A, #B) of three lab personnel for
one of one year reviewed (2017-2018). Findings Included: A review of the Form CMS
2009, titled Laboratory Personnel Report, and signed by the lab director on 8/6/18
revealed Staff Member A was the Clinical Consultant, Technical Supervisor, Genera
Supervisor, and Testing Personnel, and Staff Member B was a Clinical Consultant and
Testing Personnel. A review of Staff A and Staff B's personnel records revealed no
evidence of 6 month competency evaluations for each position for 1 out 1 year (2017-
2018) reviewed. During an interview on 08/08/2018 at 11:30 AM the Histology
Supervisor confirmed that there were no 6 month competency evaluations for Staff A
or Staff B.

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 record review and interview, the laboratory failed to verify the accuracy of
the test for the subspecialty of Histopathology in patient specimen slides at least twice



annually for 1 out of 1 year reviewed (2017-2018) for 1 out of 2 Testing Personnel
(Testing Personnel #B). Findings included: Review of Histopathology test peer review
records for 2017 -2018 showed that no peer reviews were completed for

Histopathol ogy stained specimen dlide interpretation for Testing Personnel #B.
Interview on 08/08/18 at 11:50 AM, the Histology Supervisor confirmed that the
laboratory failed to verify the accuracy of dide interpretations for Histopathol ogy
testing through peer review for 1 out 1 yea(2017-2018) for Testing Personnel #B.



