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Summary Statement of Deficiencies

TECHNICAL CONSULTANT-MODERATE COMPEXITY
CFR(S): 493.1409

The laboratory must have atechnical consultant who meets the qualification
requirements of 493.1411 of this subpart and provides technical oversight in
accordance with 493.1413 of this subpart.

This CONDITION is not met as evidenced by:

Based on review of personnel records, the absence of records, and interview with staff
5/16/19, the laboratory failed to have personnel in place who met the qualification
requirements to serve as technical consultant in a moderate complexity laboratory.
Review of personnel records revealed the laboratory did not have anyone on staff or
under contract at the time of the survey who met the qualification requirements to
serve as technical consultant in a moderate complexity laboratory. There were no
records available to indicate that anyone employed by the laboratory had the
education, training, or experience to serve as technical consultant. During interview at
approximately 12:00 p.m., the Clinical Supervisor confirmed that they did not have a
qualified technical consultant on staff or under contract.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(6)

(b) Thetechnical consultant is responsible for-- (b)(6) Ensuring that patient test results
are not reported until all corrective actions have been taken and the test systemiis
functioning properly;

This STANDARD is not met as evidenced by:
Based on absence of records and staff interview on 5/16/19, the technical consultant
failed to perform and document annual competency assessments of the testing



personnel, Annual competency assessments for 3 of 4 testing personnel had not been
performed since 2016. During interview at 12:15 p.m., the Clinical Supervisor
confirmed that the annual competency assessments of 3 of 4 testing personnel had not
been performed since 2016.



