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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D6070 TESTING PERSONNEL RESPONSIBILITIES

CFR(S): 493.1425(b)(1)

Each individual performing moderate complexity testing must follow the laboratory's
procedures for specimen handling and processing, test analyses, reporting and
maintaining records of patient test results.

This STANDARD is not met as evidenced by:

Based on surveyor review of laboratory procedures and calibration records and
interview with the laboratory director, testing personnel did not follow the laboratory's
procedure for calibration verification on the Sysmex XN550 hematology analyzer.
Findingsinclude: 1. Review of the "Sysmex XNL-Series Operation for CBC"
procedure revealed calibration verification was required every six months. Further
review revealed, "Daily data provided by the BeyondCare Quality Monitoring
(BCQM) program does not currently replace the 6-month requirement but is used as
an additional tool to assess instrument performance.” 2. Review of the Sysmex
XN550 hematology analyzer's calibration records showed no documentation of six
month calibration verification after August 2020. 3. Interview with the laboratory
director on July 22, 2021 at 1:00 PM confirmed the testing personnel did not follow
the laboratory's procedures for calibration verification on the Sysmex XN 550
hematology analyzer.



