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Summary Statement of Deficiencies

TEST REPORT
CFR(S): 493.1291(b)

(b) Test report information maintained as part of the patient's chart or medical record
must be readily available to the laboratory and to CMS or a CM S agent upon request.

This STANDARD is not met as evidenced by:

Based on review of patient test reports maintained in the electronic medical record
(EMR) and interview with the facility personnel on 11/04/25 at 2:53 PM, the
laboratory failed to provide evidence of the MART-1 stain (Melanoma Antigen
Recognized by T cells 1) test report for three out of three patient records reviewed
during the survey. Findingsinclude: 1. The laboratory performstesting in the
subspecialty of Histopathology with areported annual test volume of 700. The
laboratory utilizes an EMR system to maintain test results and test reports. Tests
performed by the laboratory include the microscopic examination and interpretation of
slides from Mohs specimens, Frozen Biopsy specimens and two IHC
(Immunohistochemical) stains, MART-1 and CK-5. 2. The laboratory failed to
produce evidence of the MART-1 stain test result reported in the EMR for three out of
three patient records reviewed, case# 125-003, 125-012 and 125-016. 3. The laboratory
performed 7 CK-5 stains and 12 MART-1 stains from January 14, 2025 through
October 21, 2025. 4. The facility personnel interviewed on 11/04/25 at 2:53 PM
confirmed the laboratory failed to enter the test results for the MART-1 stain in the
EMR for the patients indicated above.



