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Summary Statement of Deficiencies

PROCEDURE MANUAL
CFR(S): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

A. Based on record review and interview with the Laboratory Director (LD), the
laboratory failed to follow its " Specimen Handling, Storage, Transport, Preservation
and ldentification" procedure for 2 (OMHZ22-008 and OMH22-023) of 8 days of
performing the Mohs' procedure. Findingsinclude: 1. A review of the laboratory's
"Specimen Handling, Storage, Transport, Preservation and Identification" procedure
revealed on step 7 "Slides are labeled with accession number (OMHyear-xxxx), last
name of patient, first initial, location of surgery being done, stage number in the
bottom left corner of slide (1,11,111), and slide number L1, L2, L3) in bottom right." 2.
A review of the laboratory slides on 8/03/2022 at 11:10 am, revealed for cases
OMH22-008 to OHM22-023 alack of location of the surgery being done on the
processed dlides. 3. Aninterview on 8/03/2022 at 12:30 pm, the LD confirmed the
Mohs slides did not contain the surgery location as stated in the procedure. B. Based
on record review and interview with the Office Manager (OM), the laboratory failed
to establish and implement a procedure for the sending out of Mohs' cases/slides for
review for 3 (June to August 2022) of 3 months of operation. Findingsinclude: 1. A
review of Mohs' cases revealed the slides for cases OMH22-0001 and OMH22 -006,
were not available on the day of the survey as they had been sent to an outside facility
for review. 2. When queried on 8/03/2022 at 12:00 pm, the OM stated that the
laboratory did not have alog or means to track the sent out cases other than a hand



written sticky note posted on the inside of abinder. 3. A interview of 8/03/2022 at 12:
30 pm, the OM confirmed the laboratory did not establish and/or implement a
procedure for sending slides to outside facilities.



