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Tag
D2009 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)(1)

The individual testing or examining the samples and the laboratory director must
attest to the routine integration of the samples into the patient workload using the
laboratory's routine methods.

This STANDARD is not met as evidenced by:

. Based on review of American Proficiency Institute (API) proficiency testing (PT)
documentation for 2017, 2018 and 2019, confirmed by staff interview, the laboratory
director failed to attest to the routine integration of samples into the patient workload
using the laboratory's routine methods. Findings: 1. Review of API PT documentation
revealed that attestation statements for the following testing events were signed by
testing person 1: Hematology/Coagulation 1st event 2018 Chemistry-Core 2nd event
2018 Chemistry-Core 3rd event 2018 2. Review of education and training
documentation showed that testing person 1 did not meet the regulatory requirements
for delegation of signatory authority by the laboratory director in this case. 3. In an
interview at the site on 06-14-2019, testing person 1 stated she was not aware of the
education and training requirements for performing this function. It should be noted
that the laboratory director did sign Performance Review forms for the events listed. .



