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Summary Statement of Deficiencies

Noted deficiencies and plans of correction were discussed with the laboratory
representatives at the exit conference. The facility was found to be in compliance with
applicable Conditions of Participation in the CLIA program, and certification is
recommended.

FACILITIES
CFR(s): 493.1101(d)

Safety procedures must be established, accessible, and observed to ensure protection
from physical, chemical, biochemical, and electrical hazards, and biohazardous
materials.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's policies and procedures, formal dehyde badge test,
and interview, the laboratory failed to repeat the formaldehyde exposure monitoring
test after afailed test occurred for one of two random employees tested in the last
year. Findings follow. A. Review of the laboratory's policy and procedure titled
Westlake Dermatopathology and Cosmetic Surgery Chemica Hygiene Plan, approved
10/10/2022, stated under "X11. Xylene and Formaldehyde Monitoring: ... 2.
Formaldehyde is a common chemical used as atissue preservative in laboratories.
Formaldehyde is a common sensitizing agent found in laboratories that can trigger an
allergic reaction in normal tissue after single or repeated exposures. It isalso
classified as aknown to be a human carcinogen. Small formal dehyde specimen
containers are used in the clinic. Samples are sent to areference lab for processing.
Monitoring is not required.” The procedure does not recognize the laboratory isa
grossing laboratory and does cut and stain specimens preserved in formaldehyde. B.
Review of the Formaldehyde Personal Monitoring Badge test performed on December
21, 2021, showed a badge test failed for testing personnel #3, aslisted on the CMS
form 209. The Monitoring Compliance Information stated, for "OSHA: 0.75 ppm 8-



hour TWA; 2.0 ppm 15-minute STEL; 0.5 ppm 8-hour Action Level". And at
requirements stated, "If the last monitoring results reveal employee exposure at or
above the action level, the employer shall repeat the monitoring of the employees.”
The results for Badge SFM 21714 reported on January 6, 2022, was 8-hour TWA: 0.54
ppm. C. Interview with the grossing lab manager on October 12, 2022, at 1325 in the
conference room acknowledged that he missed that and will repeat it.



