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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 surveyor review of the Biannual Assessment (BA) records and interview 
with the Office Manager (OM), the laboratory failed to verify the accuracy of 
Histopathology testing twice annually in the calendar years 2020 and 2021. The OM 
confirmed on 1/19/22 at 9:45 am that the laboratory did not perform BA for 
Histopathology testing twice in 2020 and 2021.

D5291 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1239(a)

The laboratory must establish and follow written policies and procedures for an 
ongoing mechanism to monitor, assess, and, when indicated, correct problems 
identified in the general laboratory systems requirements specified at 493.1231 
through 493.1236. 

This STANDARD is not met as evidenced by:
Based on surveyor review of the Procedure Manual and interview with the Office 
manager (OM), the laboratory failed to establish a written procedure for Biannual 
Assessment (BA) from 8/20/19 to the date of survey. The OM confirmed on 1/19/22 
at 9:45 am that a BA procedure was not established.

D5429 MAINTENANCE AND FUNCTION CHECKS
CFR(s): 493.1254(a)(1)
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For unmodified manufacturer's equipment, instruments, or test systems, the laboratory 
must perform and document maintenance as defined by the manufacturer and with at 
least the frequency specified by the manufacturer.

This STANDARD is not met as evidenced by:
Based on the lack of maintenance records and interview with the Office Manager 
(OM), the laboratory failed to perform and document annual maintenance on one out 
of three microscopes used in laboratory testing from 8/20/19 to the date of the survey. 
The OM confirmed on 1/19/22 at 9:30 am there was no documented evidence that 
annual maintenance was performed on one of three microscopes from 8/20/19 to the 
date of the survey.


