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Summary Statement of Deficiencies

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:

Review of the proficiency test attestation records for five eventsin 2023 and 2024,
lack of documentation, and interviews with laboratory staff, determined that required
signatures to attest to the routine integration of proficiency test samplesin the patient
workload were not present on two of the five events reviewed. Survey findings
follow: A) Review of the attestation forms for American Proficiency Testing Institue
(API) Hematology/Coagulation 2023 1st event and APl Hematol ogy/Coagul ation
2023 2nd event reveaed that the attestation form did not have the signatures of the
testing personnel. Instead, both attestation forms had the statement "employee
resigned” in the space for the testing personel signatures.. B) In an interview, at 11:40
am. on 8/1/24, the laboratory staff member (# 1 aslisted on the form CM S-209)
confirmed the attestation forms identified above were not signed by testing personnel
who performed the testing.



