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Tag
D3041 RETENTION REQUIREMENTS

CFR(S): 493.1105(a)(6)

Test reports. Retain or be able to retrieve a copy of the original report (including final,
preliminary, and corrected reports) at least 2 years after the date of reporting. (i) In
addition, retain immunohematology reports as specified in 21 CFR 606.160(d) (ii) and
pathology test reports for at least 10 years after the date of reporting.

This STANDARD is not met as evidenced by:

. Based on record review and interview with the office manager, the laboratory failed
to retain its mohs histopathology test reports for at least 10 years for patients tested
between November 2014 and April 2017. Findingsinclude: 1. The surveyor regquested
a patient test report for a patient receiving mohs histopathology testing from 2016 on
11/18/24 at 11:02 am and it was not made available. 2. An interview on 11/18/24 at
11:33 am with the office manager revealed the laboratory started using their new
electronic medical record in April 2017 and had not retained test reports prior to the
change.



