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Summary Statement of Deficiencies

PARASITOLOGY
CFR(S): 493.829(a)

(a) Failureto attain an overall testing event score of at |east 80 percent is
unsatisfactory performance.

This STANDARD is not met as evidenced by:

Based on review of the American Proficiency Institute (API) Proficiency Testing (PT)
records and an interview with the Laboratory Supervisor (LS), the laboratory failed to
achieve successful PT evaluation score for the microscopy vaginal wet preparation
event. The surveyor noted one of the three PT eventsin 2024 had an unsuccessful
performance. The findingsinclude: 1. A review of the API PT records reveaed the
2024 Hematology and Coagulation First event for the microscopy vaginal wet
preparation was zero percent. 2. The LS confirmed the above findings on 03-03-2026
at 1:31 PM during the exit conference.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

(b)(9) Evaluating and documenting the performance of individuals responsible for
moderate complexity testing at least semiannually during the first year the individual
tests patient specimens.

This STANDARD is not met as evidenced by:

Based on areview of personnel records and an interview with the Laboratory
Supervisor (LS), the Technical Consultant (TC) failed to assess competency of
Testing Personnel (TP) at least semi-annually during the first year of patient testing.
The surveyor noted one of the five TP who performed moderate complexity testing
had no documentation of the required semi-annual assessment in 2024. The findings



include: 1. A review of personnel records revealed TP3 listed on the CMS 209
(Laboratory Personnel Report) had no documentation of the 2024 semi-annual
competency assessment available for review during the survey. 2. The LS confirmed
the above findings on 03-03-2026 at 1:31 PM during the exit conference.



