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Summary Statement of Deficiencies

The findings were reviewed with the QA Supervisor by phone after the conclusion of
the survey.

ENROLLMENT
CFR(S): 493.801(8)(4)

Authorize the proficiency testing program to release to HHS all data required to-- (i)
Determine the laboratory's compliance with this subpart; and (ii) Make PT results
available to the public as required in section 353(f)(3)(F) of the Public Health Service
Act.

This STANDARD is not met as evidenced by:

Based on areview of records, interview with the quality assurance supervisor, and
consultation with the proficiency testing program customer support, the laboratory
failed to ensure the proficiency testing program released all datato CMS and to the
State Agency for 2017 and 2018. Findings include: (1) Prior to the survey, the
surveyor printed the facility's proficiency testing scores for review from the Federal
database on 05/21/2018. The scores for 2017 and 2018 did not print. Therefore, it
appeared that the laboratory did not participate in proficiency testing; (2) At the
survey, the surveyor asked the quality assurance supervisor when the laboratory began
patient total protein testing using the Reichert TS Meter DSP. The quality assurance
supervisor stated to the surveyor that patient testing began on 09/20/17; (3) The
surveyor then asked the quality assurance supervisor about the proficiency testing.
The quality assurance supervisor explained that for 2017, the laboratory performed an
off-cycle testing event. The surveyor reviewed the proficiency testing records, which
verified the laboratory participated in proficiency testing for the off-cycle event on 10
/17/17 and for the first 2018 event on 01/31/18; (4) The surveyor asked the quality
assurance supervisor if the laboratory had authorized the proficiency testing program
to releaseits scores to CM S and to the State Agency. The quality assurance supervisor
contacted the facility's corporate office via email. The corporate office emailed a copy



of the "2018 Order Confirmation" form. Although the proficiency testing order form
included the note, "Results to be sent to CLIA/State," the laboratory's CLIA number
was not included on the order confirmation form; (5) After the survey, the surveyor
contacted the proficiency testing program customer support, who verified the
proficiency testing confirmation form would include the laboratory's CLIA number if
it had been provided to the proficiency testing program and the scores would only be
released to CM S and to the State Agency if the laboratory's CLIA number had been
provided; (6) The surveyor contacted the quality assurance supervisor for the
laboratory and explained in order for the proficiency testing program to provide
testing scores to CM S and to the State Agency, the laboratory's CLIA number must be
provided to the proficiency testing program.



