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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 review of instrument Quality Control (QC), Remedial Action Log and staff 
interview, the lab did not retain all quality control runs performed each day of patient 
testing. Findings include: 1. On 3/29/18; 6/18/18 and 7/31/18 lab quality control 
failed: on 7/31/18 instrument (Horiba MICROS 60) startup failed. 2. Review of the 
remedial action log on 3/29/18, the normal level QC was listed as out of range and 
repeated one time, however there was no evidence the lab saved the failed run. 3. 
Review of the remedial action log on 6/18/18, all three levels of QC were listed as out 
of range and repeated on 6/18 and 6/19, however there was no evidence the lab saved 
the failed run. 4. Review of the remedial action log on 7/31/18, all three levels of QC 
was listed as out of range and repeated, however there was no evidence the lab saved 
the failed run. 5.Review of the remedial action log on 7/31/18, the start-up was listed 
as failed, however there was no evidence the lab saved the failed run. 6. During 
interview with the testing individual at approximately 3:30pm, there was an admission 
that the QC and start-failures were trouble-shot and corrected, however the lab only 
kept records of the acceptable qc and did not maintain the unnaceptable qc and start-
up records.
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