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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 review of the laboratory's room temperature records from January 2023 to 
June 2023 and staff interview, it was revealed the laboratory failed to have 
documentation of performing corrective actions when the documented room 
temperature was outside the laboratory's established acceptable range for 12 of 12 
occurrences over 149 testing days. The findings include: 1. A review of the 
laboratory's room temperature records from January 2023 to June 2023 revealed the 
laboratory had an established room temperature range of 68-77 Fahrenheit. 2. Further 
review of the laboratory's room temperature records identified 12 of 149 testing days 
where the documented room temperature was outside the laboratory's established 
range: Date Temperature 01/23 78.0 01/31 78.1 02/20 78.2 02/27 77.1 03/04 78.1 03
/21 77.1 03/23 77.1 04/05 77.2 04/19 78.1 05/22 77.1 06/10 78.0 06/19 77.1 3. The 
laboratory was asked to provide documentation of performing corrective actions on 
the identified days. No documentation was provided. 4. An interview with the 
technical consultant on 10/04/2023 at 1245 hours in the conference room confirmed 
the findings.
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