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Tag
D5777 COMPARISON OF TEST RESULTS

CFR(S): 493.1281(b)(c)

(b) The laboratory must have a system to identify and assess patient test results that
appear inconsistent with the following relevant criteria, when available: (b)(1) Patient
age. (b)(2) Sex. (b)(3) Diagnosis or pertinent clinical data. (b)(4) Distribution of
patient test results. (b)(5) Relationship with other test parameters. (c) The laboratory
must document all test result comparison activities.

This STANDARD is not met as evidenced by:

During an onsite initial survey on 01/30/2018, based on the laboratory procedure
manual, lack of documentation, and testing personnel interview, the laboratory failed
to document all test result comparison activities for 8 of 12 months reviewed (May
2017 through December 2017). Findingsinclude: 1. The laboratory procedure manual
stated that 5 charts would be reviewed quarterly to confirm the correct relationship of
patient information to patient test results. 2. There were no chart reviews available for
review on the day of the survey for the months May 2017 through December 2017. 3.
Testing personnel confirmed during an onsite interview on 01/30/2018 at 1:30pm that
the laboratory had failed to document quarterly chart reviews as required.



