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D5779 CORRECTIVE ACTIONS

CFR(S): 493.1282(a)

Corrective action policies and procedures must be available and followed as necessary
to maintain the laboratory's operation for testing patient specimens in a manner that
ensures accurate and reliable patient test results and reports.

This STANDARD is not met as evidenced by:

Based on areview of the Quality Control Corrective Action log, testing personnel
Competency Assessment protocol, and an interview with the Technical Consultant
(TC) on 03/07/22, the laboratory failed to follow the laboratory's protocol for
corrective action when the daily Quality Control (QC) is out of range. Findings
include: 1. A review of the Quality Control Corrective Action documentation on 03/07
122 at approximately 3:33 pm, revealed that on 04/04/21, 04/18/21, and 04/19/21, the
QC materia was reran more than once. 2. The laboratory Competency Assessment
protocol for QC corrective action states, "When QC is out of range....repeat QC once,
if still out; Discontinue testing, call Technical Consultant. 3. In an interview with the
TC on 03/07/22 at approximately 3:47 pm, it was confirmed that the testing personnel
performing daily QC on 04/04/21, 04/18/21, and 04/19/21 failed to follow the
laboratory's protocol for corrective action. 4. The laboratory performs approximately
10157 hematology tests annually.



