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Summary Statement of Deficiencies

493.51 Notification requirements for laboratories issued a certificate of compliance

L aboratories issued a certificate of compliance must meet the following conditions:
(a) Notify HHS or its designee within 30 days of any change in-- (1) Ownership; (2)
Name; (3) Location; (4) Director; or (5) Technical supervisor (laboratories performing
high complexity only). (b) Notify HHS no later than 6 months after performing any
test or examination within a specialty or subspecialty areathat is not included on the
laboratory ' s certificate of compliance, so that compliance with requirements can be
determined. (c) Notify HHS no later than 6 months after any deletions or changesin
test methodol ogies for any test or examination included in a specialty or subspecialty,
or both, for which the laboratory has been issued a certificate of compliance. This
requirement is not met as evidenced by: Based on observation of the laboratory,
review of laboratory records, and interview with the lead testing personnel, the
laboratory failed to notify the state agency of the change in specialties within 6
months of the change in 2019. The findings include: 1. Observation of the laboratory
on January 9, 2020 at 12:30 p.m. revealed the Cell-Dyn 1700 on the counter. The
instrument was not being used for patient complete blood count testing. 2. Review of
the laboratory maintenance log for May 2019 revealed the instrument was removed
from use on May 15, 2019. 3. Interview with the lead testing personnel on January 9,
2020 at 2:30 p.m. confirmed the laboratory stopped patient testing for complete blood
count on May 15, 2019 and did not notify the state agency within 6 months of the
change.

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 review of the laboratory's proficiency testing records, the Centers for
Medicare and Medicaid Services Laboratory Personnel Report (CLIA) (Form CMS-
209), and interview with the lead testing personnel, the laboratory failed to ensure
proficiency testing samples were tested by personnel who routinely perform patient
testing in 2018 and 2019. The findings include: 1. Review of the laboratory's
proficiency testing records revealed attestation statements that were signed by the lead
testing personnel for five of five testing events (2018 events two and three, 2019
events one, two and three). 2. Review of the CM S-209 reveal ed three testing
personnel who perform patient testing. 3. Interview with the lead testing personnel on
January 9, 2020 at 2:30 p.m. confirmed the laboratory failed to ensure all testing
personnel participated in proficiency testing in 2018 and 2019. Only one of three
testing personnel performed proficiency testing for the last five testing events.



