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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 surveyor review of test reportsin patients electronic medical records (EMR)
and interview with the Practice Manager, the laboratory had not retained a pathology
report for one of three patient cases reviewed that physician A read. Findings include:
1. Review of three cases reported by physician A showed the pathology report for a
sample taken from the right shin of patient 1 on December 2, 2020 was not retrievable
from the EMR. 2. Interview with the Practice Manager (staff B) on June 4, 2021 at 9:
51 AM confirmed the manager could not find the pathology report for patient 1 from
December 2, 2020 in the EMR.



