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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 record review and interviews with Testing Personnel (TP) #1, the laboratory 
failed to conduct blind test accuracy verification (TAV) activities, at least twice 
annually, for the high complexity tissue biopsy gross testing procedures in the 
subspecialty of Histopathology. This deficient practice had the potential to affect 250 
out of 250 tissue biopsy blocks grossed between 02/24/2023 through 12/31/2023. 
Findings Include: 1. Review of the laboratory's "Proficiency Testing" policy and 
procedure, approved by the Laboratory Director on 06/19/2024 and provided on the 
date of the inspection, found the following statement: "Once every 6 months 4 slides 
will be sent to an outside dermatopathologist for proficiency testing." 2. Review of 
proficiency testing records for 2023 found one shipment of four cases sent 02/23/2023 
to an outside dermatopathologist for blind TAV. 3. The Inspector requested the 
laboratory's 2023 documentation of twice annual blind TAV for the tissue gross test 
procedures performed from TP #1. TP #1 confirmed the laboratory did not follow the 
laboratory's policy and procedure for blind TAV activities at least twice annually for 
the high complexity tissue biopsy gross testing procedures performed and was unable 
to provide the requested documentation on the date of the inspection. The interviews 
occurred on 08/15/2024 at 11:25 a.m.
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