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Summary Statement of Deficiencies

The recertification survey was performed on 01/28/19. The laboratory was found to be
in compliance with standard-level deficiencies cited. The findings were reviewed with
the technical consultant and the patient service centers director at the conclusion of
the survey.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(4)(i)

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-- (e)(4)(i) Ensure that the proficiency testing samples are tested as
required under Subpart H of this part;

This STANDARD is not met as evidenced by:

Based on areview of records, and interview with the technical consultant and the
patient service centers director, the laboratory director failed to ensure proficiency
testing samples were tested as required under Subpart H. Findingsinclude: (1) At the
beginning of the survey, the surveyor reviewed the 2018 proficiency testing records. It
was identified for 5 of the 9 events reviewed, the attestation statements had been
signed approximately 3 weeks to 3 months after the samples had been tested (not
within atime frame for the director to attest that, at the time of testing, the proficiency
samples had been tested as required) as follows: (a) First Core Chemistry Event: The
samples were tested on 01/25/18 and the attestation statement had not been signed by
the laboratory director until 02/14/18; (b) Second Core Chemistry Event: The samples
were tested on 05/30/18 and the attestation statement had not been signed by the
laboratory director until 09/12/18; (c) Second Hematol ogy/Coagulation Event: The
samples were tested on 07/25/18 and the attestation statement had not been signed by
the laboratory director until 09/12/18; (d) Second Immunology Event: The samples



were tested on 08/09/18 and the attestation statement had not been signed by the
designee until 09/12/18; (e) Third Hematol ogy/Coagulation Event: The samples were
tested on 11/20/18 and the attestation statement had not been signed by the laboratory
director until 12/12/18. (2) The surveyor reviewed the findings with the technical
consultant and the patient service centers director, and explained the attestation
statement must be signed to definitively attest to the fact proficiency samples were
tested in the same manner as patient specimens.



