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Summary Statement of Deficiencies

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 criteria for 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 document review and interview, corrective action was not taken or 
documented for Sample Fridge temperature being out of acceptable range. Findings 
include: 1. Sample fridge acceptable range is listed as 2-8C. 2. Sample fridge recorded 
temperature was 1C for 32 days during the months of July 2020 through February 
2021. 3. No corrective action is noted on any temperature logs during these months. 4. 
In an interview on 4/12/2021 at approximately 1:30 pm, the Laboratory Director and 
General Supervisor confirmed that the Sample Fridge temperature was out of range 
and corrective action was not taken.
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