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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D2006 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)

The laboratory must examine or test, as applicable, the proficiency testing samples it
receives from the proficiency testing program in the same manner as it tests patient
specimens. This testing must be conducted in conformance with paragraph (b)(4) of
this section. If the laboratory's patient specimen testing procedures would normally
require reflex, distributive, or confirmatory testing at another laboratory, the
laboratory should test the proficiency testing sample as it would a patient specimen up
until the point it would refer a patient specimen to a second laboratory for any form of
further testing.

This STANDARD is not met as evidenced by:

During an onsite recertification survey on 6/22/21, based on observing documentation
and personnel interview, the laboratory failed to sign the attestation statement of the
proficiency testing packet Findings include 1.Observation of the proficiency testing
packet for Chemitry showed that attestation statements for events A,B and C for 2018,
2019, and 2020 weren't signed by lab director. 2.0bservation of the proficiency
testing packet for Hematology showed that attestation statements for events A,B and
C for 2018, 2019, and 2020 were not signed by lab director. 3. During an onsite
interview with staff at 12:22pm, staff stated that the lab director had failed to sign the
attestation statements.



