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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 record review and staff interview, the laboratory failed to have apolicy in
place to assess the competency of al laboratory personnel. Findingsinclude: 1.
Review of the laboratory's personnel competency records on 11/20/19 reveaed the
following: a. The laboratory did not have policy in place to assess the competency of
the clinical consultant, technical supervisor, and general supervisor. b. Competency
documentation for the above laboratory personnel was not available. 2. Staff interview
with the testing personnel on 11/20/19 at 11:10 AM confirmed the laboratory did not
have a policy in place to assess the competency of the above laboratory personnel and
they were not assessed.

D5217 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 staff interview, the laboratory failed to verify the
accuracy of microscopic potassium hydroxide (KOH) tests twice annually in the
specialty of microbiology. Findingsinclude: 1. Record review of the |aboratory's
personnel competency assessment records on 11/20/19 revealed that bi-annual



D5429

verification for accuracy for microscopic KOH was not performed in 2017 and 2018
for 6 of 6 testing personnel. 2. Staff interview with laboratory testing personnel on 11
/20/19 at 11:30 AM confirmed the above findings. 3. The laboratory performs 597
microscopic KOH tests annually.

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(a)(1)

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory
must perform and document maintenance as defined by the manufacturer and with at
least the frequency specified by the manufacturer.

This STANDARD is not met as evidenced by:

Based on record review and staff interview, the laboratory failed to document
maintenance(s) for laboratory equipment(s) to ensure accurate and reliable test results.
Findings include: 1. Record review on 11/20/19 of the equipment(s) preventive
maintenance (PM) log revealed the following: a. Annual PM of the Nikon microscope
(Serial # 27438) in use to read microscopic KOH was not performed and documented
since 2017. b. Annual PM of the fume hood (Serial # 04D2FE327H) was not
performed and/or documented since 10/4/17. 2. Staff interview with the testing
personnel (TP) #1 on 11/20/19 at 11:00 am confirmed the above findings. TP#1
further stated fume hood PM was not performed to save money and the microscope
was not performed because the technician wasin arush and only did PM for 2 of 3

M Croscopes.



