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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 Sysmex XP-300 patient test records, review of patient electronic
health records (EHR) and confirmed by laboratory personnel, identifier #1 (refer to
the Laboratory Personnel Report) at approximately 9:45 am on 5/17/2018; the
laboratory failed to retain a copy of Sysmex XP-300 patient test records for three out
of three patient (identifiers A, B, and C) with hematol ogy testing performed in
February 2018. The findingsinclude: 1. Patient identifier A had a complete blood cell
count (CBC) performed and reported in the EHR on 2/1/2018. 2. Patient identifier B
had a CBC performed and reported in the EHR on 2/7/2018. 3. Patient identifier C
had a CBC performed and reported in the EHR on 2/15/2018. 4. Laboratory
personnel, identifier #1, confirmed that the laboratory manually entered patient test
results from the Sysmex XP-300 instrument printout into the EHR. 5. At the time of
the survey, the laboratory did not retain the Sysmex XP-300 instrument printouts for
patient identifiers A, B, and C.



