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Tag
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 record review and interview with Testing Personnel #2 (TP2), the
laboratory failed to follow policiesto assess competency of 3 (Testing Personnel #3,
#4, and #6) of 6 testing personnel listed on the CMS-209 form. Findingsinclude: 1. A
review of testing personnel competency assessments revealed alack of documentation
for the following testing personnel performing high-complexity histopathology testing
listed on the CMS-209 form: a. Testing Personnel #3 b. Testing Personnel #4 c.
Testing Personnel #6 2. A review of the laboratory's established "Quality Assessment
Procedures” policy revealed a section stating, " The competency of Test Personnel and
al staff members will be evaluated and documented every year by the Laboratory
Director or an appropriate, designated staff member and every six months for the first
year of training to ensure that all laboratory staff maintains their competency in
testing and laboratory management function. Proper training will be provided to
correct and deficiencies found.” 3. Aninterview on 3/11/2020 at 10:15 am with TP2
confirmed the competency assessments for the testing personnel listed above were not
available.



