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Summary Statement of Deficiencies

D0000 A recertification survey was conducted on September 9, 2019. Bernhardt Laboratories 
Inc was found not in compliance with 42 CFR 493, requirements for clinical 
laboratories.

D5645 CYTOLOGY
CFR(s): 493.1274(d)(3)

(d) Workload limits. The laboratory must establish and follow written policies and 
procedures that ensure the following: (d)(3) The laboratory must maintain records of 
the total number of slides examined by each individual during each 24-hour period 
and the number of hours spent examining slides in the 24-hour period irrespective of 
the site or laboratory.

This STANDARD is not met as evidenced by:
Based on record review and interview, the laboratory failed to document and maintain 
records of the number of hours spent examining cytology slides during each 24 hour 
period. Findings: Review of the laboratory's workload records showed that the 
laboratory failed to record the amount of time spent examining cytology (Pap Smear) 
slides during each 24 hour period from 6/2/19 through 9/9/19. During an interview on 
9/9/19 at 11:43 AM, the Laboratory Director acknowledged that she did not record the 
amount of time spent examining Pap Smear slides.
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