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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 the lack of Bacteriology/Throat Culture Quality Control (QC) records for 
the Select Strep Agar (SSA) media, 0.04 bacitracin disc and interview with the 
laboratory director, the laboratory failed to retain the Bacteriology/Throat Culture QC 
records for 2020 and 2021. FINDINGS: 1. The laboratory's Bacteriology/Throat 
Culture procedure requires physical characteristics, sterility & Clinical Laboratory 
Standards Institute (CLSI) antimicrobial performance sheets for Select Strep Agar 
(SSA) media and positive & negative control organism to test the reactivity the 0.04 
bacitracin with each new lot and/or shipment of media & disc. 2. The laboratory's 
Bacteriology/Throat Culture QC records were not available for review for the 
calendar years 2020 and 2021. a. Current QC records for 2022 were reviewed and 
recorded on new QC forms for both the SSA media and 0.04 bacitracin disc. 2. The 
laboratory director confirmed at survey, "That the previous testing person retired and 
moved them to a different location. And that when preparing for the survey they could 
not locate them."
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