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Summary Statement of Deficiencies

D5211 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing 
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:
. Through a review of 2018 American Proficiency Institute (API) proficiency testing 
results, performance review and corrective action form, lack of documentation, as 
well as interview, it was determined the laboratory failed to review and perform 
corrective action for one out of six proficiency testing events. As evidenced by: A. A 
review of the API Hematology proficiency testing results revealed the laboratory 
scored 20% for the test of Red Blood Cells and 40% for the test of Hematocrit in the 
second proficiency testing event of 2018. B. A review of the performance and 
corrective action form for the second Hematology proficiency testing event of 2018 
revealed there was no documentation that corrective action for these results had been 
performed. C. In an interview on 04/12/2019 at 10:30, the general supervisor 
confirmed there was no documentation of corrective action performed for the second 
proficiency testing event of 2018.
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