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Summary Statement of Deficiencies

D5791 ANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1289(a)(c)

(a) The laboratory must establish and follow written policies and procedures for an 
ongoing mechanism to monitor, assess, and when indicated, correct problems 
identified in the analytic systems specified in 493.1251 through 493.1283. (c) The 
laboratory must document all analytic systems assessment activities. 

This STANDARD is not met as evidenced by:
Based on review of patients test records, the Laboratory Personnel Report (CLIA)[10
/15/19], and the laboratory policy for quality assessment of histopathology testing; 
and interview with laboratory personnel, it was determined that the laboratory failed 
to establish a policy and process for assessing quality and at least twice annually 
verify the accuracy of Mohs procedures performed by additional testing personnel. 
Findings included: a. Review of Mohs records and the CLIA Personnel Report 
revealed procedures were performed by additional Mohs surgeons, as follows: Mohs 
surgeon Dates ----------------------------------------------------- Testing Person - 5 2019: 
July Testing Person - 6 2019: August, September, October b. Laboratory personnel 
affirmed (10/18/19 at 12:00pm) that the policy and practice of "peer review" of Mohs 
slides had been specific to Testing Person-1; and that no policy or process had been 
established to verify the accuracy of Mohs procedures performed by the additional 
Mohs surgeons, Testing Persons 5 & 6. c. The reliability, quality, and accuracy of 
Mohs procedures performed by Testing Persons 5 & 6 had not been assured.
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