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D2009 TESTING OF PROFICIENCY TESTING SAMPLES

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

(b)(1) Theindividual 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 proficiency testing (PT) policy, PT records for 2024, 2025 and to
date 2026, patient hematology results and interview with the laboratory personnel
manager, the laboratory failed to provide attestation documentation for seven of seven
PT testing events. Findings: 1. Review of "Proficiency Testing Policy Revised 3/29
/10" states "All attestation sheets will be signed and dated with the nurse or nurses
who performed the test”. 2. Review of PT records for 2024, 2025, and to date 2026
showed the laboratory could not provide attestation records for testing personnel to
show routine integration of samplesinto the patient workload for the following
proficiency testing events. 2024 American Association of Bioanalysts (AAB)-Medical
Laboratory Evaluation (MLE) Hematology M1 Event 2024 AAB-MLE Hematology
M2 Event 2024 AAB-MLE Hematology M3 Event 2025 AAB-MLE Hematology M1
Event 2025 AAB-MLE Hematology M2 Event 2025 AAB-MLE Hematology M3
Event 2026 AAB-MLE Hematology M1 Event 3. Review of patient hematology
results showed the laboratory performs approximately 3,641 CBC's annually. 4.
Interview with the laboratory personnel manager on June 2, 2026 at 1:30 PM
confirmed the laboratory could not provide attestation records for seven PT testing
eventsin 2024, 2025 and to date 2026.

D5413 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(9): 493.1252(h)

(b) The laboratory must define criteria for those conditions that are essential for



proper storage of reagents and specimens, accurate and reliable test system operation,
and test result reporting. The criteria must be consistent with the manufacturer's
instructions, if provided. These conditions must be monitored and documented and, if
applicable, include the following: (b)(1) Water quality. (b)(2) Temperature. (b)(3)
Humidity. (b)(4) Protection of equipment and instruments from fluctuations and
interruptions in electrical current that adversely affect patient test results and test
reports.

This STANDARD is not met as evidenced by:

Based on review of Abacus 3CP User Manual, laboratory humidity records, and
patient hematology results and interview with the laboratory personnel manager, the
laboratory failed to ensure the humidity was maintained for 71 of 251 days. Findings:
1. Review of the Abacus 3CP User Manual states "Operate Abacus 3CP analyzer
within arelative humidity range of 10-80%". 2. Review of the laboratory humidity
records shows that the humidity in the laboratory where the Abacus 3CP islocated
was out of range for 71 of 251 days from January 2025 to December 2025. 3. Review
of patient's hematology results showed the laboratory performs approximately 3,641
CBC'sannually. 4. Interview with the laboratory personnel manager on June 2, 2026
at 1:00 PM confirmed the laboratory failed to ensure the humidity was maintained.



