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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 temperature records and interview with the technical consultant 
(TC), the laboratory failed to document corrective actions when the refrigerator was 
out of acceptable range for four consecutive days in April 2022. Findings: 1. The 
laboratory stored test cartridges and quality control (QC) in the refrigerator. 2. 
Monthly temperature records were reviewed from March and April 2022 and January 
and February 2023. 3. The acceptable refrigerator temperature was defined as 4 
degrees Celsius (C) plus or minus 2 degrees. 4. The documented refrigerator 
temperature from April 16-18, 2022 was -3C and on April 19, 2022 was -2C. 5. There 
were no documented comments or corrective actions indicating whether the negative 
sign was added erroneously or if the out of range temperatures affected the test 
cartridges and/or QC stored in the refrigerator. 6. During the survey on 10/13/2023 at 
12:30 PM, the TC confirmed that the refrigerator was documented as out of 
acceptable range for four consecutive days in April 2022 and no corrective actions 
were documented.
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