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D5783 CORRECTIVE ACTIONS

CFR(S): 493.1282(b)(2)

(b)(2) Results of control or calibration materials, or both, fail to meet the laboratory's
established criteria for acceptability. All patient test results obtained in the
unacceptable test run and since the last acceptable test run must be evaluated to
determine if patient test results have been adversely affected. The laboratory must
take the corrective action necessary to ensure the reporting of accurate and reliable
patient test results.

This STANDARD is not met as evidenced by:

Based on review of the DCA Vantage Individualized Quality Control Plan (IQCP),
quality control (QC) instrument tapes, patient test reports and confirmed by interview
with testing personnel identifier #1 (PT #1) at approximately 2:00 pm on 1/20/2026,
the laboratory failed to take and document corrective action when albumin and
creatinine QC results failed to meet the laboratory's established criteriafor
acceptability for two out of nine lot numbers of DCA Vantage cartridges performed
between 1/1/2025 - 12/31/2025. The findingsinclude: 1. The DCA Vantage IQCP
stated the laboratory would perform external quality control with each lot number and
/or shipment of DCA Vantage cartridges. 2. The DCA Vantage QC instrument tapes
listed the acceptable range for the high level of QC for lot numbers 9134 and 0190 as:
*Albumin 168.0 - 252 mg/L * Creatinine 352.6 - 488.4 mg/dL 3. On 2/28/2025 the
laboratory performed QC on lot number 9134 of DCA Vantage cartridges and
received an out of range QC results of 75.4 mg/L for albumin and 151.7 mg/dL for
creatinine. 4. On 7/29/2025 the laboratory performed QC on lot number 0190 of DCA
Vantage cartridges and receive an out of range QC result of 252.9 mg/L for albumin.
5. The DCA Vantage QC instrument tapes stated failed for the above out of range QC
results. 6. TP #1 confirmed that the laboratory tested patients using the above lot
numbers of DCA Vantage cartridges and did not take corrective action when QC fell
outside of the established ranges.



