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D5447 CONTROL PROCEDURES
CFR(s): 493.1256(d)(3)(i)(g)

(d)(3)(i) Each quantitative procedure, include two control materials of different 
concentrations;

This STANDARD is not met as evidenced by:
Based on review of Ortho Vitros 5600 chemistry quality control (QC) records, the 
laboratory's Quality Control Policy, and confirmed by interview with General 
Supervisor #1 (GS #1) at 9:40 am on 08/06/2026, the laboratory failed to perform two 
levels of QC at least once each day of patient testing for 1 out of 31 days reviewed 
from 03/01/2026- 03/31/2026 for the following analytes: glucose, total protein, 
albumin, chloride, potassium, sodium, carbon dioxide, creatinine, blood urea nitrogen, 
calcium, total bilirubin, aspartate aminotransferase (AST), alkaline phosphatase, 
alanine aminotransferase (ALT), uric acid, and iron. The findings include: 1. The 
laboratory performs chemistry testing on an Ortho Vitros 5600 instrument. 2. For 
chemistry testing, the laboratory's Quality Control Policy stated, "Two levels of 
control material will be performed each morning after all maintenance procedures 
have been performed." 3. On 03/11/2026, the laboratory performed patient chemistry 
testing on the Ortho Vitros 5600 instrument, but only ran the Biorad Multiqual 2 
control for the following analytes: glucose, total protein, albumin, chloride, 
potassium, sodium, carbon dioxide, creatinine, blood urea nitrogen, calcium, total 
bilirubin, AST, alkaline phosphatase, ALT, uric acid, and iron. 4. The laboratory 
performed a total of 22 patient tests for the following analytes on 03/11/2026: glucose, 
total protein, albumin, chloride, potassium, sodium, carbon dioxide, creatinine, blood 
urea nitrogen, calcium, total bilirubin, AST, alkaline phosphatase, and ALT. In 
addition, the laboratory performed 1 uric acid and 2 iron patient tests on 03/11/2026. 
5. At the time of the survey, GS #1 confirmed the laboratory failed to perform two 
levels of QC at least once each day of patient testing for the analytes listed above on 
03/11/2026.
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