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Tag
D5821 TEST REPORT

CFR(S): 493.1291(K)

When errors in the reported patient test results are detected, the laboratory must do the
following: (k)(1) Promptly notify the authorized person ordering the test and, if
applicable, the individual using the test results of reporting errors. (k)(2) Issue
corrected reports promptly to the authorized person ordering the test and, if

applicable, the individual using the test results. (k)(3) Maintain duplicates of the
original report, as well as the corrected report.

This STANDARD is not met as evidenced by:

Based on review of patient final reports and interview with the laboratory director
(LD), The LD failed to ensure that patient reports were corrected in atimely manner
prior to release of test results. Findings: 1.The laboratory performs Pathology reviews
of patient slides to confirm diagnosis. 2.Review of six patient final reports showed
that two of the six reports had errors that were not noticed until the day of the survey.
3.Review of Patient A final report showed that the specimen was received on July 14,
2021. The dlide review was performed on 7/14/21 and test results were reported on 7
/19/21. Review of the patient electronic medical record showed that the patient's last
name was spelled incorrect on the final report. 4.The LD stated that he was unaware
that the last name was spelled incorrect on the report prior to the day of the survey.
The LD performed a corrected report with the correct spelling of Patient A last name
on the day of the survey. 5.Review of Patient B final report showed that the specimen
was received on July 12, 2021. The slide review was performed on 7/ 6/2021 and the
test results were reported on 7/6/2021. Review of the patient el ectronic medical record
showed that the report date was 7/12/2021 and the receive date was 7/6/2021. 6.The
LD stated that he was unaware that the receive and the report dates were incorrect on
the report prior to the day of the survey. The LD performed a corrected report of the



receive date and the report date on Patient B final report on the day of the survey. 7.
The LD confirmed that he failed to ensure that patient reports were corrected in a
timely manner prior to release of test results on the day of the survey.



