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Summary Statement of Deficiencies

The following deficiency was cited as the result of arecertification survey on 08/19
/2020 for 42 CFR part 493 Laboratory Requirements.

TEST REPORT
CFR(S): 493.1291(a)

The laboratory must have an adequate manual or electronic system(s) in place to
ensure test results and other patient-specific data are accurately and reliably sent from
the point of data entry (whether interfaced or entered manually) to final report
destination, in atimely manner. Thisincludes the following: (a)(1) Results reported
from calculated data. (a)(2) Results and patient-specific data el ectronically reported to
network or interfaced systems. (a)(3) Manually transcribed or electronically
transmitted results and patient-specific information reported directly or upon receipt
from outside referral |aboratories, satellite or point-of-care testing locations.

This STANDARD is not met as evidenced by:

Based on the review of patient test reports, instrument printouts and interview with the
Laboratory Director, the laboratory failed to ensure the automated WBC (White Blood
Cell) differential (classification of cells) results from the hematology automated cell
counter (Abbott Emerald) were reported accurately on the final patient test report. The
laboratory reported performing 135 automated WBC differentials per year. Findings
are: A. Review of the instrument printouts from the Abbott Emerald Hematol ogy
analyzer revealed the analyzer reported a 3-part WBC differential; Lymphocytes,
Granulocytes (including basophils, eosinophils and monocytes) and MID (a measure
of rare cells and a number of precursor white cells). B. Review of patient test results
printed from the Laboratory Information System revealed the laboratory reported a 5-
part WBC differential, not a 3-part WBC differential as reported from the Abbott
Emerald. Patient #1, tested 08/14/2020 at 02:12 pm 1. Automated WBC differential
from Abbott Emerald Analyzer printout Granulocytes percentage = 68.0 (this value
includes all neutrophils, basophils, eosinophils and monocytes not just neutrophils)



MID percentage = 6.5 (this value includes less frequently occurring and rare cells
correlating to monocytes, eosinophils, basophils, blasts and other precursor white cells
that fall in a particular size range, not monocytes as reported by the laboratory. 2.
Reported values 08/14/2020 at 01/39 pm (sic) from the Laboratory Information
System Neutrophils = 68% Monocytes = 6% 3. During interview on 08/18/2020 at 11.
20 am, the Laboratory Director stated there was no written policy for reporting the
automated 3 - part WBC differential asab - part WBC differential.



