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D3037 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(4)

(a)(4) Proficiency testing records. Retain all proficiency testing records for at least 2 
years.

This STANDARD is not met as evidenced by:
Based on a review of the laboratory's American Proficiency Institute (API) 
Proficiency Testing (PT) records and staff interview, the laboratory failed to retain 
one of ten PT performance evaluation reports (2025 Hematology, Event Two). The 
findings included: 1. A review of the laboratory's API PT records revealed that the 
Performance Evaluation report for 2025 Hematology, Event Two, was not retained. 2. 
Testing person one confirmed the findings during an interview on June 9, 2026, at 2:
00 p.m.

D5807 TEST REPORT
CFR(s): 493.1291(d)

(d) Pertinent "reference intervals" or "normal" values, as determined by the laboratory 
performing the tests, must be available to the authorized person who ordered the tests 
and, if applicable, the individual responsible for using the test results.

This STANDARD is not met as evidenced by:
Based on a review of patient test reports and staff interviews, the laboratory failed to 
use the race-free equation for the estimated glomerular filtration rate (eGFR) in 2024, 
2025 and 2026 with approximately 1248 eGFRs reported annually. The findings 
include: 1. A review of patient test reports revealed that the laboratory failed to use 
the race-free equation for the estimated glomerular filtration rate (eGFR) for the 
following patients: Patient #H02601 reported on 12/18/2024, patient #H36969 
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reported on 08/12/2025, and patient #H21135 reported on 2/18/2026. 2. Testing 
person two stated that approximately 1248 creatinine tests with calculated eGFR are 
reported annually during an interview on June 9, 2026, at 2:00 p.m. 3. The lab director 
confirmed the laboratory did not use the race-free equation for calculation of the 
eGFR in 2024, 2025, or 2026 during an interview on June 9, 2026, at approximately 3:
00 p.m.


