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Summary Statement of Deficiencies

TESTING OF PROFICIENCY TESTING SAMPLES
CFR(S): 493.801(b)(1)

The samples must be examined or tested with the laboratory's regular patient
workload by personnel who routinely perform the testing in the laboratory, using the
laboratory's routine methods

This STANDARD is not met as evidenced by:

Based on surveyor review of proficiency testing (PT) records from 2017 and interview
with the Director of Operations (staff A), the laboratory did not perform proficiency
testing using the laboratory's routine methods for testing patient samples. Findings
include: 1. PT records from event onein 2017 include a " Performance Review and
Corrective Action" form signed by the laboratory director on June 23, 2017 that
identifies a change in procedure for testing proficiency samples. The form states:
"Going forward, the analyte results shall be entered accurately, and will have three-
person verification as the analytes are put onto the TOSOH". 2. Interview with staff A
on December 19, 2018 at 10:30 AM confirmed that since June 23, 2017, three persons
verify the accurate placement of proficiency samples on the TOSOH chemistry
analyzer, while patient samples are placed on the analyzer by one person and not
verified by anyone else. Therefore, the laboratory does not test PT samples using the
laboratory's routine methods for patient testing.



