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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 lack of documentation and interview with the Laboratory Manager (LM),
the laboratory failed to establish and follow written policy to evaluate the competency
of 1 of 2 testing personnel (TP) that performed Mohs micrographic examinations from
05/13/2021 through date of survey. Findings include: 1) On the day of the survey, 06
/20/23 at 9:01 am during review of the Mohs procedure manual, the laboratory could
not provide a competency assessment procedure for Mohs micrographic examinations.
2) Interview with the LM revealed the laboratory did not perform competency
assessment for TP#2 (CM S 209) who began Mohs testing on 07/29/2022. 3) The LM
confirmed the above findings on 06/20/2023 around 9:19am.

D5291 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(S): 493.1239(a)

The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess, and, when indicated, correct problems
identified in the general laboratory systems requirements specified at 493.1231
through 493.1236.

This STANDARD is not met as evidenced by:
Based on surveyor review of the Laboratory's Quality Assurance (QA) Program
policy records and interview with the Laboratory Manager (LM), the laboratory failed



to follow their written QA policy and did not document 23 of 25 monthly quality
assessment activities from 05/13/2021 to date of survey. Findingsinclude: 1) On the
date of survey 06/20/2023 at 9:44am review of the Monthly Quality Assurance
checklist records revealed the laboratory documented QA monthly activities for
January and February of 2022 only. 2) The laboratory's Quality Assurance program
policy states, "Monthly the nurse or tech will check off the Monthly Quality
Assurance Checklist. Thiswill cover the quality assessment program for procedures
used in this office." 3) Interview with the LM confirmed the above findings on 06/20
/2023 around 9:50am.



