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Summary Statement of Deficiencies

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(b)(2)

The laboratory must verify the accuracy of any analyte, specialty or subspecialty
assigned a proficiency testing score that does not reflect laboratory test performance
(that is, when the proficiency testing program does not obtain the agreement required
for scoring as specified in subpart | of this part, or the laboratory receives a zero score
for nonparticipation, or late return or results).

This STANDARD is not met as evidenced by:

. Based on record review and interview with the laboratory manager, the laboratory
failed to verify the accuracy of potassium hydroxide (KOH) and Scabies preparations
for 2 (January 2018 to January 2020) of 2 years. Findings include: 1. A record review
revealed the laboratory had alack of documentation of KOH and Scabies testing
verification of accuracy performed twice annually for 2018 and 2019. 2. Aninterview
on 1/23/2020 at 11:23 am with the laboratory manager confirmed the laboratory did
not have verification of accuracy performance documentation for KOH and Scabies
testing available.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(8)

(b) Thetechnical consultant is responsible for-- (b)(8) Evaluating the competency of
all testing personnel and assuring that the staff maintain their competency to perform
test procedures and report test results promptly, accurately and proficiently.

This STANDARD is not met as evidenced by:
. Based on record review and interview with the laboratory manager, the Technical
Consultant failed to evaluate the competency of testing personnel performing



potassium hydroxide (KOH) and Scabies preparations for 15 (Testing Personnel #1-
#15) of 16 testing personnel listed on the CMS-209 form. Findingsinclude: 1. A
record review of the laboratory's established "Personnel Competency Policy
/Procedure” revealed a section stating, " The Director is responsible for ensuring that
the testing personnel have completed proper training and that the training is
documented and reviewed by him/her. The Director may delegate this responsibility
to the Technical Consultant (moderately complex labs) or the Technical Supervisor
(highly complex labs) if they are qualified.” 2. A record review of testing personnel
competency assessments for KOH and Scabies testing reveal edtesting personnel
competencies assessed by an office personnel who was not listed on the CM S-209
form as the Laboratory Director or a Technical Consultant for the following dates: a.
Annual competencies performed on 9/11/2018 and 4/12/2019 for Testing Personnel
#1-10 and #12-15. b. Initial competency performed on 11/4/2019 for Testing
Personnel #11. 3. Aninterview on 1/23/2020 at 9:54 am with the laboratory manager
confirmed the office personnel assessing testing personnel competencies was not
gualified as a Technical Consultant.



