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D5785 CORRECTIVE ACTIONS

CFR(S): 493.1282(b)(3)

(b) The laboratory must document all corrective actions taken, including actions taken
when any of the following occur: (b)(3) The criteriafor proper storage of reagents and
specimens, as specified under 493.1252(b), are not met.

This STANDARD is not met as evidenced by:

Based on areview of temperature logs and an interview with the technical consultant
(TC) on 4/27/2023, the laboratory failed to document corrective actions when
refrigerator temperatures were outside of the established range. The findings include:
1. A review of laboratory temperature logs identified that the laboratory failed to
document corrective actions for the refrigerator used to store patient samples and
guality control material when it was not within the established range of 2-8 C for 11
of 23 daysin November 2022. 2. An interview with the TC on 4/27/2023 at 10:19 am
confirmed that the laboratory had not documented corrective actions for the out of
range temperatures. 3. The laboratory reports performing 2,214 complete blood tests
annually.



