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D3031 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including 
instrument printouts, if applicable) and records documenting all analytic systems 
activities specified in 493.1252 through 493.1289 for at least 2 years. 

This STANDARD is not met as evidenced by:
Based on review of the laboratory's quality control records, patient records, and 
confirmed in interview of laboratory personnel, the laboratory failed to retain patient 
and quality control records for Rotavirus from June 2, 2021 to October 31, 2021. The 
findings included: 1. Review of the laboratory's Rotavirus quality control records 
from June 2, 2021 to June 30, 2022 found no records could be recovered to ensure the 
laboratory performed quality control according to its IQCP from June 2, 2021 to 
October 31, 2021. a. The laboratory failed to retain Rotavirus quality control records 
from June 2, 2021 to October 31, 2021 for a minimum of two years. 2. Review of the 
laboratory's patient test records from June 2, 2021 to June 30, 2022 found no records 
could be recovered from June 2, 2021 to October 31, 2021. The laboratory failed to 
retain patient test records for a minimum of two years. 3. The laboratory was asked to 
provide documentation of retaining patient and quality control records for a minimum 
of two years. No documentation was provided. 4. The findings were confirmed in 
interview with the technical consultant on July 13, 2022 at 11:00 hours in the break 
room. Key: IQCP - Individualized Quality Control Plan
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