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D5779 CORRECTIVE ACTIONS

CFR(S): 493.1282(a)

Corrective action policies and procedures must be available and followed as necessary
to maintain the laboratory's operation for testing patient specimens in a manner that
ensures accurate and reliable patient test results and reports.

This STANDARD is not met as evidenced by:

Based on record review and staff interview, the laboratory failed to establish and
follow corrective action policies and procedures to ensure 2 of 28 patient hematology
tests were accurate and reliable in 2020. Findings include: 1) Review on 11/4/2020 of
28 complete blood count (CBC) test results from February through November 4, 2020
revealed white blood cell error flags for 2 (Patients A & B) of 28 CBCs. There was no
documentation that repeat testing of Patient A and B's specimens had been performed
prior to being reported on 8/1/2020 and 9/11/2020, respectively. 2) Interview with the
laboratory director on 11/4/2020 at approximately 10:15 am. confirmed the above
finding and revealed the laboratory did not have a policy to repeat CBC testing when
alarm (error) flags are present.



