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Summary Statement of Deficiencies

D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or 
procedure it performs that is not included in subpart I of this part.

This STANDARD is not met as evidenced by:
Based on the list of tests performed, review of proficiency testing and interview with 
the testing personnel at 9:45 AM on 4/23/2019, the laboratory failed to verify the 
accuracy of KOH for 2017 and 2018. Findings are: 1. Review of the list of tests 
performed provided by the laboratory revealed KOH performed at this laboratory with 
an annual volume of 23 tests. 2. Review of proficiency testing all 3 events of 2017 and 
2018 for KOH, Microbiology, revealed failures on 2017 2nd event (50%), 2017 3rd 
event (50%), and 2018 2nd event (50%). 3. Interview with the testing personnel 
confirmed the laboratory had failed events and had not submitted any other challenges 
through either PT or another laboratory to verify the accuracy of this testing.

D6022 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(5)

The laboratory director is responsible for the overall operation and administration of 
the laboratory, including the employment of personnel who are competent to perform 
test procedures, and record and report test results promptly, accurate, and proficiently 
and for assuring compliance with the applicable regulations. (e) The laboratory 
director must-- (e)(5) Ensure that the quality control and quality assessment programs 
are established and maintained to identify failures in quality as they occur. 

This STANDARD is not met as evidenced by:
Based on review of proficiency testing results and interview with testing personnel the 
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laboratory director failed to identify failures in quality as they occur. The findings 
include: 1. Review of proficiency testing all 3 events of 2017 and 2018 for KOH, 
Microbiology, revealed failures on 2017 2nd event (50%), 2017 3rd event (50%), and 
2018 2nd event (50%). These failures were not identified and no investigation was 
initiated. Refer to D5217. 2. Interview with the testing personnel confirmed the 
laboratory had failed events and had not identified these failures.


