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Summary Statement of Deficiencies

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 observation and interview with Testing Personnel #1 (TP1), the laboratory 
failed to retain quality control documentation when controls failed for 2 (November 
2018 to November 2020) of 2 years reviewed. Findings include: 1. On 11/18/20 at 10:
17 am the surveyor observed TP1 performing quality control testing on the Abbott 
Cell-Dyn Emerald hematology analyzer. TP1 reran level 1 twice and deleted the 
electronic files of the failed quality control runs. When the runs were printed, TP1 
took the failed runs and put them in a separate pile from the successful quality control 
runs. 2. An interview on 11/18/20 at 10:20 am with TP1 revealed when quality control 
fails, the laboratory deletes the electronic file of the run and does not retain the printed 
copy as part of the laboratory's analytic system records.
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