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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 a review of the American Proficiency Institute (API) proficiency test records 
and an interview with Testing Personnel #6, the Laboratory failed to implement a 
mechanism to verify the accuracy of the mecA gene, a non-regulated test in the 
specialty of Microbiology. This was noted for three of three Microbiology events 
reviewed in 2021 and 2022. The findings include: 1. A review of the API proficiency 
records revealed the laboratory scored zero percent due to "Failure to participate" on 
the following events: a) 2021 Microbiology Other 3rd Event. b) 2022 Microbiology 
Other 1st and 2nd Event. 2. During an interview on October 26, 2022, at 1:20 PM, 
when asked why the laboratory had not submitted results for three consecutive 
surveys, Testing Personnel #6 explained the laboratory only performed testing for the 
presence of the mecA gene. Testing Personnel #6 further stated the laboratory had 
called API about why the mecA gene was only reported. The results that were 
submitted stated "see data summary" but there was no evidence the laboratory had 
reviewed the data. The surveyor asked if the laboratory had implemented another 
mechanism to verify the accuracy of the mecA gene at least semi-annually; Testing 
Personnel #6 stated she was not aware this was required.
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