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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 procedure manual and proficiency testing (PT) record review and interview 
with the histotechnician, the laboratory did not ensure that PT was performed at least 
twice annually. Findings: 1. The procedure, "Quality Control" states that "Twice a 
year, 4 random selected slides will be sent to (off-site pathologist)." 2. A review of 
"Quality Control Logs" from 2022 and 2023 showed that eight histology cases were 
sent out for PT on 03/02/2022 and eight cases were sent out for PT on 06/20/2023. 3. 
During an interview on 01/11/2024 at 12:00 PM, the histotechnician confirmed that 
PT slides were not sent out at least twice annually for confirmation by a second 
pathologist to verify the accuracy of testing.

D5401 PROCEDURE MANUAL
CFR(s): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the 
laboratory must be available to, and followed by, laboratory personnel. Textbooks 
may supplement but not replace the laboratory's written procedures for testing or 
examining specimens.

This STANDARD is not met as evidenced by:
Based on laboratory procedure manual and record review and interview with the 
histotechnician, the laboratory did not ensure that the procedure for changing and 
discarding histopathology stains accurately reflected the current practice in the 
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laboratory. Findings: 1. The procedure, "Quality Control" states that "All solutions are 
discarded every other week." The "Mohs Daily Quality Control" procedure states that 
"all solutions will be discarded at the end of each Mohs procedure day." 2. A review 
of "Staining Solutions Logs" from 09/11/2023 through 12/18/2023 showed that the 
"Hematoxylin" was "changed out" (discarded and replaced) 11 out of 27 days of 
testing; the "100% Alcohol" was changed out 13 out of 27 days; the "95% Alcohol" 
was changed out 18 out of 27 days; the "Eosin" was changed out 11 out of 27 days; 
the "Xylene Substitute" was changed out 10 out of 27 days; the "Scotts Tap Water" 
was changed out 11 out of 27 days; and the "Acid Alcohol" was changed out 9 out of 
27 days of testing. 3. During an interview on 01/11/2024 at 12:00 PM, the 
histotechnician stated that the laboratory does not discard stain solutions after each 
day of testing and confirmed that the procedure manual needed to be updated.


