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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 record review and interview with laboratory personnel, there was no
documentation to indicate that the laboratory verified the accuracy of urine sediments
or fluorescent in situ hybridization (FISH) slide interpretation. Findings include:
Review of records for FISH testing on 03/27/2019 revealed that there was alternative
proficiency testing results for two of the doctors that read slides 12/16/2018. After the
survey, the clinical manager emailed the surveyor a letter that showed that the third
physician that read FISH dlides had done proficiency testing 08/16/2018. During an
intrview with the clinical manager at 11:00 am. on 03/27/2019, she confirmed that
there were no additional proficiency testing results in the FISH manual, and that she
would look into it. Based on review of urine sediment records for the past two years
on 03/27/2019, there was no documentation to indicate that any twice ayear
verification had been performed. During an interview with the clinical manager at 11:
20 am. on 03/27/2019, she said that if there was any question with a urine sediment,
another doctor would look at it, but that she did not know of any documentation.



