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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 interviews with Testing Personnel #3, the laboratory
failed to follow its competency assessment policies when assessing testing personnel
for one (Testing Personnel #3) of three testing personnel listed on Form CM S-209.
Findingsinclude: 1. An interview on 8/26/24 at 9:15 am with Testing Personnel #3
revealed they were performing specimen gross examinations on skin tissue specimens
processed by the laboratory. 2. A review of the laboratory's " Competency Testing
Policy" revealed a section stating, " The procedures for evaluation of the competency
of the staff must include but not be limited to: 1. Direct observation of various phases
of testing. 2. Monitoring the specimen preparation. 3. Review of logs and records. 4.
Direct observation of performance of instrument maintenance and function checks. 5.
Assessment of problem solving skills. 6. Evaluation and documentation of
performance annually unless methodology has changed.” 3. A review of Testing
Personnel #3's competency assessments revealed alack of direct observation of gross
specimen examination testing and assessment of problem-solving skills. 4. An
interview on 8/26/24 at 12:09 pm with Testing Personnel #3 confirmed competency
assessments lacked direct observation of gross specimen examination testing and
assessment of problem-solving skills.



