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Summary Statement of Deficiencies

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:

Based on review of Proficiency Testing (PT) records for the first event of 2018 under
the specialty of Hematology and interview with the facility personnel, the laboratory
failed to provide a documented evaluation of the PT results received from the analyzer
compared to to the acceptable result range provided by the PT agency. Findings
include: 1. Therewas aclerical error on the PT submission form that resulted in the
laboratory indicating "Discontinued” instead of the actual results obtained from the
analyzer for the White Blood Cell Differential . 2. The PT review and corrective
action dated 04/26/2018 indicated that a self score was to occur to assess the actual
results for the entries that indicated "Discontinued” on the PT performance summary
sheet. 3. The facility personnel confirmed that the performance review and corrective
action did not actually include documentation of a self score for all of the analytes that
received "Discontinued” on the PT performance review summary sheet.



