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Summary Statement of Deficiencies

D0000 A Certification Survey was performed on July 22, 2019 at Mohs Surgery Specialist, 
LLC, CLIA ID # 19D1031513. The laboratory was found in compliance with 42 CFR 
493 Requirements for Laboratories; however, standard level deficiencies were cited.

D5401 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:
Based on record review and interview with personnel, the laboratory failed to follow 
their established quality control procedure. Findings: 1. Review of the laboratory's 
"Mohs Statement of Policy and Procedure" under the "Quality Control" section 
revealed "The Mohs surgeon/director reviews the slides and checks off for quality of 
section, stain, and coverslipping." 2. Review of the laboratory's "Stain Lot Numbers" 
form revealed quality control was documented; however, it did not indicate the 
Laboratory Director performed the review. 3. Review of random selection of patient 
reports and quality control records revealed the laboratory did not have documentation 
the Laboratory Director reviewed the quality of the slides for the following dates: 
December 20, 2017 July 31, 2018 October 11, 2018 December 31, 2018 February 6, 
2019 March 18, 2019 June 6, 2019 July 2, 2019 4. In interview on July 18, 2019 at 10:
30 am, Personnel 2 stated she initial checks and documents the slide quality. 
Personnel 2 further stated the Laboratory Director reviews the slides after. Personnel 2 
confirmed the "Stain Lot Numbers" form did not indicate the Laboratory Director, 
who serves as the Testing Personnel, reviewed the slide quality.
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CFR(s): 493.1445(e)(5)

The laboratory director must ensure that the quality control programs are established 
and maintained to assure the quality of laboratory services provided and to identify 
failures in quality as they occur.

This STANDARD is not met as evidenced by:
Based on record review and interview with personnel, the Laboratory Director failed 
to ensure that quality control programs for Histopathology were maintained. Refer to 
D5401.


