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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 | of this part.

This STANDARD is not met as evidenced by:

Based on review of asampling of 2017 and 2018 peer review records and interview
with the Laboratory Director (LD), Office Consultant, and Office Manager, the
laboratory failed to retain at least twice annually, verification accuracy of genera
histology slides read on site, which are not included in subpart | for 2017. Findings
include: 1. The Laboratories Quality Assurance/ Peer Review Procedure, Subheading
B. states, "A 2% of randomly selected slides will be sent for peer review every six
months". 2. On the date of survey, 08/15/2018, a sampling of six pathology reviews
sent out in 2017 and six in 2018, revealed that all cases sent for review stated, "Date
Reviewed: 07/24/2018." 3. The laboratory could not provided documentation to prove
2017 (6 of 6) slides were sent out for pathology review in 2017. 4. The LD and Office
Consultant confirmed the findings above on 08/15/2018 around 9:30 am.



