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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 review of the Pentra 60 C hematology system log records and interview with
the laboratory director interview on October 4, 2018, it was found that the |aboratory
did not retain the instrument backgrounds checks results prior to August 30, 2018.

The findings includes: a. The laboratory processed complete cell counts (CBC) by the
Pentra 60 C instrument. b. The laboratory director was interview about the back
ground checks tests results on October 4, 2018 at 10:45 AM. c. The laboratory
director stated that she did not have the printouts but she can show the results on the
instruments log. d. Review of the background results log showed that no result prior to
August 30, 2018 was included in the log. The only results recorded were from August
30, 2018 to October 4, 2018. e. The laboratory processed around 900 CBC patient;s
samples per year.



