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Summary Statement of Deficiencies

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 review of American Proficiency Institute (API) proficiency testing (PT)
documentation for 2018 and 2019, confirmed by staff interview, the laboratory failed
to successfully verify the accuracy of vaginal direct preparation slide interpretation in
the second and third testing events of 2018. Findings: 1. Results for APl PT for non-
regulated tests in 2018 included the following: Microscopy: Vagina Wet Preparation
2018 1st event: 100% 2018 2nd event: 0% 2018 3rd event: 0% Long Term Score:
Unsuccessful 2. In an interview at the site on 12-05-2019, the laboratory director
(CM S form 209) confirmed the reported results as accurate.



