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Tag
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 | of this part.

This STANDARD is not met as evidenced by:

Based on record review and interviews with testing personnel (TP) #1 and the Sales
Representative for the professional component (SR), the laboratory failed to blindly
verify the accuracy of the tissue biopsy grossing procedures performed, that are not
listed in Subpart I, at least twice annually. Findings Include: 1. Review of the
laboratory's tissue biopsy policies and procedures, provided on the date of the
inspection, did not find any instructions to blindly verify the tissue biopsy grossing
procedures performed, at least twice annually. 2. The Surveyor requested the
laboratory's 2016, 2017 and 2018 blind tissue biopsy grossing test accuracy
verification (TAV) documentation from TP#1 and SR. TP#1 and SR stated the
laboratory had a misunderstanding between proficiency testing and quality assurance
and confirmed the laboratory did not conduct any blind TAV activities for the tissue
biopsy grossing procedures performed in 2016, 2017 and 2018 to date, as required,
and were unable to provide the requested documentation on the date of the inspection.
The interviews occurred on 03/20/2018 at 2:28 PM.



