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CFR(S): 493.1274(d)(2)(i)

(d) Workload limits. The laboratory must establish and follow written policies and
procedures that ensure the Following: (d)(2) The maximum number of slides
examined by an individual in each 24-hour period does not exceed 100 slides (one
patient specimen per slide; gynecologic, nongynecologic, or both) irrespective of the
site or laboratory. This limit represents an absolute maximum number of slides and
must not be employed as an individual's performance target. In addition-- (d)(2)(i)
The maximum number of 100 slides is examined in no less than an 8-hour workday;

This STANDARD is not met as evidenced by:

Based on record review and interview with the Laboratory Director, the Laboratory
Director failed to document the number of cytology slides read daily for 2 out of 2
years (2016-2018) reviewed. Findings Included: Review of |aboratory logs revealed
that no record of the cytology slides read every day. During an interview on 11/07/18
at 4:00 PM the Laboratory Director confirmed that although the slides read did not
exceed 100, there was no documentation of slides read daily.



