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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 areview of training documentation, competency assessments, the Centers
for Medicare and Medicaid Services (CMS) 209 personnel form and an interview with
the MOHS technician on 8/23/2021, the laboratory failed to establish and follow
written policies and procedures to assess testing personnel in accordance with 42 C.F.
R. 493.1451(b)(8)(9). The findingsinclude: 1. A review of training and competency
assessment records identified that the laboratory failed to have annual competency
assessments for 2020 for one (1) of two (2) testing personnel listed on the CM S 209
performing potassium hydroxide (KOH) testing. 2. An interview with the MOHS
technician on 8/23/2021 at 1:07 pm confirmed the above findings. 3. The laboratory
reports performing 100 KOH tests annually.

D5417 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(S): 493.1252(d)

Reagents, solutions, culture media, control materials, calibration materials, and other
supplies must not be used when they have exceeded their expiration date, have
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:
Based on adirect observation and an interview with the MOHS technician on 8/23
/2021, the laboratory failed to discontinue use of 10%potassium hydroxide (KOH)



reagent that had exceeded the expiration date. The findingsinclude: 1. A direct
observation identified a bottle of 10% potassium hydroxide from the manufacturer
MCC, lot number 9220-02 that the laboratory failed to discontinue use for patient
KOH testing by the expiration on 1/31/2021. 2. An interview with the MOHS
technician on 8/23/2021 at 2:29 pm confirmed that the expired 10% potassium
hydroxide was being used for patient testing. 3. The laboratory reports performing 100
KOH tests annually.



