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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 record review and interview with laboratory personnel, the laboratory did 
not verify accuracy of histopathology and cytology slide reading twice annually. 
Findings include: Review of proficiency testing records for the past two years on 07/19
/2018 revealed that the laboratory verified the accuracy of slide reading through peer 
review once in 2017. During an interview with the histotechnologist at 10:45 a.m. on 
07/19/2018, she confirmed that there was one proficiency test missing for 2017.

D5417 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(d)

Reagents, solutions, culture media, control materials, calibration materials, and other 
supplies must not be used when they have exceeded their expiration date, have 
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:
Based on observation and interview with laboratory personnel, the only hematoxylin 
solutions in the flamable cabinet were expired. Findings include: During a tour of the 
laboratory at 10:25 a.m. on 07/19/2018, the surveyor observed that Weigerts 
Hematoxylin solution A, lot #346756 that expired on 07/10/2018 and Weigerts 
Hematoxylin solution B, lot #347315 that expired on 07/16/2018. During an interview 
with the histotechnologist at 10:45 a.m. on 07/19/2028, the histotechnologist 
confirmed that they had expired.
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D5429 MAINTENANCE AND FUNCTION CHECKS
CFR(s): 493.1254(a)(1)

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 record review and interview with laboratory personnel, there was no 
documentation to indicate that any maintenance was performed on the microscope 
used to read histopathology and cytology slides. Findings include: Review of quality 
control and maintenance records on 07/19/2018 revealed that there was no 
documentation of microscope maintenance. During an interview with the 
histotechnologist at 11:00 a.m. on 07/19/2018, she said that the microscope had been 
serviced by an outside company, but there was no documentation available to show 
that it was done.


