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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 reviews and the lack of documentation for verification of accuracy twice a
year, random patient samplings, and interview with the laboratory personnel, it was
determined that the laboratory failed to at |east twice annually, the laboratory must
verify the accuracy for Urine Creatinine, pH and Specific Gravity analytes. The
findings included: a The laboratory has no documentation to show that verification of
accuracy at least twice ayear were performed for Urine Creatinine, pH, and Specific
Gravity analytes for 2017, 2018 and up to the time of the survey 5/30/2019. b. For
three (3) out of three (3) random patient sampling test results reviewed covering
period from 2/9/2017 to 5/24/2019, the laboratory cannot assured the accuracy of the
above analytes reported. c. The laboratory personnel confirmed (5/30/2019, 1300) that
the laboratory failed to least twice annually, the laboratory must verify the accuracy
for Urine Creatinine, pH and Specific Gravity analytes.



