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D5221 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(s): 493.1236(d)

All proficiency testing evaluation and verification activities must be documented.

This STANDARD is not met as evidenced by:

During an onsite recertification survey on 10/31/2019, based on proficiency testing
records review, lack of documentation, and testing personnel interview, it was
determined that the laboratory failed to evaluate and verify the accuracy of vagina
wet prep (VWP) assigned an unsatisfactory score for 2 of 6 proficiency testing events
reviewed from 2018 and 2019 (2018, Event 2 and 2019, Event 1). Findingsinclude: 1.
Review of graded reports from American Proficiency Institute (API) revealed the
following scores. a. 2018, Event 2: 0% for VWP b. 2019, Event 1: 0% for VWP 2.
There was no corrective action documentation addressing these failures available for
review on the day of the survey. 3. Testing personnel confirmed during an onsite
interview on 10/31/2019 at 1:30 pm that the failures had not been evaluated.



