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Summary Statement of Deficiencies

D5481 CONTROL PROCEDURES
CFR(s): 493.1256(f)(g)

(f) Results of control materials must meet the laboratorys and, as applicable, the 
manufacturers test system criteria for acceptability before reporting patient test 
results. (g) The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:
Based on a review of Chemistry Quality Control (QC) records and an interview with 
Testing Person (TP1), the laboratory failed to ensure the quality control results were 
within the manufacturer's acceptable ranges prior to reporting patient Calcium results, 
and the laboratory failed to document corrective actions taken when the control results 
were not within the manufacturer's acceptable ranges for 16 of 18 days in February 
2026. Findings include: 1. A review of QC records for the Siemens Dimension EXL 
200 for the month of February 2026 revealed: a. Biorad Liquid Assayed Multiqual 
Level 1 QC Lot #46021 Calcium results were outside the manufacturer's acceptable 
range for 16 of 18 days reviewed, and no corrective actions were documented. b. 
Biorad Liquid Assayed Multiqual Level 3 QC Lot #46023 Calcium results were 
outside the manufacturer's acceptable range for 8 of 18 days reviewed, and no 
corrective actions were documented. 2. An on-site interview with TP1 on 7/31/26 at 
11:30 AM confirmed that the QC results were outside the manufacturer's range and no 
corrective actions were documented. 3. The lab reported performing 78 Calcium tests 
in February 2026, and 29,320 chemistry tests annually.
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