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Summary Statement of Deficiencies

VIROLOGY
CFR(S): 493.831(b)

Failure to participate in atesting event is unsatisfactory performance and resultsin a
score of O for the testing event. Consideration may be given to those laboratories
failing to participate in atesting event only if-- (1) Patient testing was suspended
during the time frame allotted for testing and reporting proficiency testing results; (2)
The laboratory notifies the inspecting agency and the proficiency testing program
within the time frame for submitting proficiency testing results of the suspension of
patient testing and the circumstances associated with failure to perform tests on
proficiency testing samples; and (3) The laboratory participated in the previous two
proficiency testing events.

This STANDARD is not met as evidenced by:

Based on areview of the CM S Casper report 096 and the lack of documentation
related to proficiency testing (PT) program for asingle cycle and an interview with
the laboratory personnel (LP), it was determined that the laboratory failed to enroll in
proficiency testing (PT) for Cycle 2 of 2020. The laboratory inspection occurred on 6
/912022 between 9 am. and 11 am. Findings include: 1. The Casper 096 report for the
Cycle 2 2020 was reviewed, and there were no entries for the CM S specialties of
Bacteriology (0005) and Virology (0045). 2. The LP indicated that they utilized the
American Proficiency Institute (API) proficiency testing during the 2020 time period.
3. There were no API results for Cycle 2 2020 for any analytes, and there were results
for Cycle 1 and Cycle 3 for 2020. 4. At approximately 10:15 am. on 6/9/2022, the LP
affirmed that they did not complete proficiency testing (PT) for Cycle 2 of 2020.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(€)(4)

The laboratory director is responsible for the overall operation and administration of



the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. (€) The laboratory
director must-- (€)(4) Ensure that the laboratory is enrolled in an HHS approved
proficiency testing program for the testing performed.

This STANDARD is not met as evidenced by:

Based on areview of the CM S Casper report 096 and the lack of documentation
related to proficiency testing (PT) program for asingle cycle and an interview with
the laboratory personnel (LP), it was determined that the laboratory failed to enroll in
proficiency testing (PT) for Cycle 2 of 2020. The laboratory inspection occurred on 6
19/2022 between 9 am. and 11 am. Findings include: 1. The laboratory director did
not ensure that the laboratory was enrolled in an HHS approved proficiency program
for each testing cycle. 2. See D 2057.



