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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5801 TEST REPORT

CFR(S): 493.1291(a)

(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 surveyor review of the Final Report (FR) Work Records (WR), Electronic
Medical Records (EMR) and interview with the Laboratory Coordinator (LC) the
laboratory failed to ensure test results were reported accurately for Compete Blood
Count (CBC) testing into the EMR on 2/25/25. The finding includes: 1. A review of
five EMR entries revealed one patient had results as follows: a) White Blood Cell
(WBC) on the WR was 10.6 10"3/mm"3 but the FR had 7.7 10"3/mm”"3 b) Red
Blood Cell Count (RBC) on the WR was 4.49 10"6/mm”"6 but the FR had 4.48 10"6
/mm”6 c) Hemoglobin (Hgb) on the WR was 12.8 g/dL but the FR had 12.4 g/dL d)
Hematocrit (HCT) on the WR was 38.5 % but the FR had 37.9 % €) Platelets (PLT)
on the WR was 133 10"3/mm”"3 but the FR had 155 10"3/mm~3 2. The LC confirmed
on 2/25/25 at 1:30 pm that the laboratory did not ensure test results were accurately
recorded in the EMR.



