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CFR(S): 493.1273(d)(f)

(d) Tissue pathology reports must be signed by an individual qualified as specified in
paragraph (b) or, as appropriate, paragraph (c) of this section. If acomputer report is
generated with an electronic signature, it must be authorized by the individual who
performed the examination and made the diagnosis. (f) The laboratory must document
all control procedures performed, as specified in this section.

This STANDARD is not met as evidenced by:

Based on review of patients electronic test reports and interview with the facility
personnel, the laboratory failed to have two out of two pathology reports signed by the
individual who performed the examination and made the diagnosis. Findings include:
1. The laboratory performs patient testing under the sub-specialty of Histopathology,
with an approximate annual test volume of 238. The laboratory performs the Mohs
procedure and performs frozen biopsy interpretation on patient specimens. It isthe
practice of the laboratory to record test results in the Electronic Medical Record
(EMR). 2. Review of the electronic note for patient M17-147 on 11/27/17, indicated
the pathology report failed to include the signature of the individual making the
diagnosis. 3. Review of the electronic note for afrozen biopsy performed on 11/15/17
for patient, J.L., indicated the pathology report failed to include the signature of the
individual making the diagnosis. 4. The facility personnel confirmed that the
pathology reports indicated above were not signed by the individual who performed
the examination and made the diagnosis.



