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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 quality assessment (QA) records and interview with the technical 
consultant (TC), the laboratory failed to document the personnel performing the QA 
reviews and when the QA reviews were performed. Findings: 1. Every month the 
laboratory performed a "Quality Assessment Review" of random patients' charts, test 
results, and final reports and documented the findings on a standard form. 2. The 
completed "Quality Assessment Review" forms did not include the signature of the 
personnel performing the review or the dates the reviews were performed. 3. During 
the exit interview on 11/19/2021 at 1:00 PM, the TC confirmed that the completed 
"Quality Assessment Review" forms were not signed and dated by the personnel 
performing the reviews.

D6054 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the 
performance of individuals responsible for moderate complexity testing at least 
annually, after the first year.

This STANDARD is not met as evidenced by:
Based on review of competency assessment records and interview with the technical 
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consultant (TC), the laboratory failed to document the annual competency 
assessments of the physicians evaluating results for patient throat cultures. Findings: 
1. The laboratory had no records of annual competency assessments for the physicians 
evaluating results for patient throat cultures. 2. During the exit interview on 11/19
/2021 at 1:00 PM, the TC confirmed that the laboratory did not document annual 
competency assessments for the physicians evaluating results for patient throat 
cultures.


