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Tag
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 arandom review of temperature logs and an interview with the laboratory
manager on 2/26/2021, the laboratory failed to document corrective actions when the
proper storage temperatures for reagents and specimens were not met. The findings
include: 1. A random review of temperature logs identified that the laboratory failed
to document corrective actions when the sample and reagent storage refrigerator
temperatures were outside of the established range of 2-8C. Corrective actions were
not documented on 4 days in September 2020, 9 daysin November 2020, 7 daysin
December 2020 and 3 days in January 2021. 2. An interview with the laboratory
manager on 2/26/2021 at 3:10 pm confirmed that the laboratory failed to document
corrective actions for the above 23 days when the refrigerator temperatures were
document out of the acceptable range for sample and reagent storage. 3. The
laboratory reports performing 636 tests annually.



