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D5801 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 a timely manner. This includes the following: (a)(1) Results reported 
from calculated data. (a)(2) Results and patient-specific data electronically 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 laboratories, satellite or point-of-care testing locations.

This STANDARD is not met as evidenced by:
Based on review of patient test results maintained in the electronic health record 
(EHR), review of the laboratory log used to record patient test results and interview 
with the facility personnel, the laboratory failed to accurately report the Frozen 
Section Biopsy test result for one patient. Findings include: 1. The laboratory 
performs dermatopathology testing, including Frozen Section Biopsy testing, under 
the sub-specialty of Histopathology, with an approximate annual test volume of 8,314. 
It is the practice of the laboratory to manually document the Frozen Section Biopsy 
test result onto the laboratory log titled "Frozen Section Biopsy Log" and then to 
manually enter the test result into the EHR (Electronic Health Record) for each patient 
tested. The EHR is the final test report destination. 2. Review of the Frozen Section 
Biopsy diagnosis in the EHR for patient MR# 38802, FSS21-10 performed on 9/16/20 
indicated the diagnosis as "Neoplasm of Uncertain Behavior - left shin, medial". 3. 
During the survey conducted on 12/01/2021, review of the Frozen Section Biopsy Log 
indicated the Final Diagnosis for the patient indicated above as "SCC" (Squamous 
Cell Carcinoma). 4. The facility personnel interviewed during the survey confirmed 
that the correct diagnosis was SCC, based on the subsequent Mohs surgery performed, 
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and the diagnosis documented in the EHR was incorrect. 5. No corrective action 
documentation or amended pathology report was presented for review during the 
survey to indicate the laboratory identified and corrected the incorrect test result 
documented in the EHR for the patient indicated above. 6. The facility personnel 
confirmed that the laboratory failed to accurately enter the correct test result in the 
EHR for the patient indicated above and failed to amend the pathology report with the 
correct diagnosis.


