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Summary Statement of Deficiencies

D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or 
procedure it performs that is not included in subpart I of this part.

This STANDARD is not met as evidenced by:
Based on record review and interview with the Technical Supervisor (TS), the 
laboratory failed to verify the accuracy of the tests twice annually for ten of ten 
analytes. The laboratory performs approximately 230,201 chemistry tests annually on 
the ABSciex 4500 Analyzer. Finding include: 1. A review of the laboratory 
Proficiency Test records revealed the laboratory failed to verify twice annually the 
accuracy of the analytes Cyclobenzaprine, Desipramine, Desmethyltramadol, 
Diphenhydramine, Doxepin, MDEA, Naltrexone, PCP, Nortriptyline and Tizanideine. 
2. An interview on 11/19/2025, at 11:45 AM, with TS confirmed the laboratory failed 
to verify the accuracy of the tests twice annually for Cyclobenzaprine, Desipramine, 
Desmethyltramadol, Diphenhydramine, Doxepin, MDEA, Naltrexone, PCP, 
Nortriptyline and Tizanideine.

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 review of patient test reports, laboratory procedure manual, and an interview 
with the Technical Supervisor (TS), the laboratory failed to include the correct normal 
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ranges for Hemoglobin (HGB) and Monocyte %. The laboratory performs 
approximately 19,630 hematology tests annually on the Sysmex XN-1000 Analyzer. 
Findings: 1. Review of patient reports revealed the HGB and Monocyte % reference 
range did not correctly match the reference range for HGB and Monocyte % in the ' 
Sysmex XN-1000 ' procedure manual. 2. The procedure manual showed the HGB 
reference interval was 12.0-16.0 g/dl and the Monocyte % reference interval was 4.1-
12.7%. 3. The patient report showed the HGB reference interval was 11.8-15.1 g/dl 
and the Monocyte % reference interval was 4.1-12.4%. 4. An interview on 11/19
/2025, at 11:45 AM, with TS confirmed the laboratory failed to include the correct 
normal ranges for HGB and Monocyte %.


