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Summary Statement of Deficiencies

TEST RECORDS
CFR(S): 493.1283(a)

(a) The laboratory must maintain an information or record system that includes the
following: (a)(1) The positive identification of the specimen. (a)(2) The date and time
of specimen receipt into the laboratory. (a)(3) The condition and disposition of
specimens that do not meet the laboratory's criteria for specimen acceptability. (a)(4)
The records and dates of all specimen testing, including the identity of the personnel
who performed the test(s).

This STANDARD is not met as evidenced by:

Based on laboratory observation, areview of patient Complete Blood Count with
White Blood Cell differential (CBC w/Diff) reports, and staff interview, the identity
of the person who performed three of four CBC w/Diff patient tests in 2024 and 2025
could not be identified. The findingsinclude: 1. Laboratory observation on 04/10/25
at 9:00 am. revealed the Sysmex XN 330 instrument used for CBC w/Diff patient
testing. 2. A review of four CBC w/Diff reports revealed that the testing person could
not be identified for three of four reports reviewed (patient one - performed on 04/01
124, two-performed on 11/08/24, and three-performed on 02/17/25). The three reports
were for patients of commercial accounts. 3. The technical consultant confirmed the
survey findings during an interview on 04/10/25 at 12:45 p.m.
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