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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
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 surveyor's review of Mintrol-16 Peer Review Quality Control (QC) records,
ABX HoribaMicros 60 instrument current electronic QC records and an interview
with the general supervisor/testing person, the laboratory failed to retain the monthly
QC printouts Levy Jennings graphs and the daily start-up printouts for the Micros 60
instrument from January 1, 2019 through September 30, 2021. FINDINGS: The
general supervisor/testing person confirmed on October 27, 2021 at approximately 2:
45 PM, the surveyor's findings that the laboratory failed to retain the monthly QC
printouts/Levy Jennings graphs and daily start-up printouts for the ABX Horiba
Micros 60 instrument from January 1, 2019 through September 30, 2021. a. The
general supervisor/testing person stated, "that he prints the 3 levels of Mintrol-16 QC
monthly printouts submitted to the ABX Diagnostic Peer Review Evaluation program.
He then scans the Peer Review Result sheets into the Laboratory's Information System
(L1S) LABDAQ and then discards the original printouts." b. The general supervisor
/testing person stated, "that he does not retain copies of the start-ups for the ABX
Horiba Micros 60 instrument.” c. Approximately 2,000 patient samples were tested
and reported for automated CBC performed on the ABX Horiba Micros 60 from
January 1, 2019 through September 30, 2021.



