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TEST REPORT
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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:

Mohs' . Based on document review and interview with the Office Personnel (OP), the
laboratory failed to establish a system to ensure the transcribed Mohs' surgery site
were accurately reported in the laboratory information system (LIS) for 3 of 14 Mohs
cases reviewed from December 2019 to December 2021. Findings include: 1. Record
review revealed for 3 of 14 Mohs' cases reviewed, the Mohs' surgical site on the
Mohs map and log did not match the location on the final report in the LIS system as
follows: a. MS20-137 performed on 7/02/2020 i. Mohs map and log - |left lateral
zygomaii. LIS report - left central malar cheek b. MS21-21 performed on 1/21/2021 i.
Mohs map and log - right inferior medial forehead ii. LIS report - right inferior
central forehead c. M S21-55 performed on 3/08/2021 i. Mohs map and log - right
central templeii. LIS report - right medial temple 2. Aninterview on 12/06/2021 at 12:
15 pm, the OP confirmed the locations on the LIS report were not consistent with the
Mohs map and log. Frozen Section . Based on record review and interview with the
Office Personnel (OP), the laboratory failed to establish a system to ensure the
transcribed surgical site and "H& E Permanent Diagnosis' were accurately reported in
the laboratory information system (LIS) for 3 of 13 frozen section cases reviewed
from December 2019 to December 2021. Findingsinclude: 1. Record review revealed



for 3 of 13 frozen section cases reviewed, the surgical site and/or the"H& E
Permanent Diagnosis' on the frozen section log did not match the location on the final
report in the LIS system as follows: a. FS20-4 performed on 1/20/2020 i. frozen
section log - right ankleii. LIS report - right distal pretibial region b. FS20-44
performed on 7/30/2020 i. frozen section log postop diagnosis - Squamous Cell
Carcinoma - Invasiveii. LIS report postop diagnosis - Basal Cell Carcinoma c. FS21-
18 performed on 3/08/2021 i. frozen section log - right central templeii. LIS report -
right medial temple 2. An interview on 12/06/2021 at 12:38 pm, the OP confirmed the
locations on the LIS report were not consistent with the frozen section log. Potassium
Hydroxide (KOH) . Based on record review and interview with the Office Personnel
(OP), the laboratory failed to ensure the KOH results were manually transcribed from
the "KOH-SCABIES-HAIR MORPHOLOGY" log into the laboratory information
system (LIS) for 1 (#6) of 6 patients reviewed from December 2019 to December
2021. Findingsinclude: 1. Record review for 1 of 6 KOH reports revealed the results
from the "KOH-SCABIES-HAIR MORPHOLOGY" log did not match the results
entered into the LIS system for patient #6 performed on 9/15/2021. Thelog result is
negative and the LIS report is positive. 2. An interview on 12/06/2021 at 1:00 pm, the
OP confirmed the results on the KOH log did not match the results entered into the
LIS system.



