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D5211 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:

Based on mycology proficiency testing records review, lack of documentation and
interview with the office manager and laboratory staff, the laboratory failed to
document areview of mycology culture proficiency test results for 4 of 5 events
reviewed from the 3rd event of 2017 to the 2nd event of 2019. Findingsinclude: 1.
Proficiency testing records review failed to include a signature, initials or date that the
reports were reviewed for American Proficiency Institute (API) 3rd event of 2017, the
1st and 2nd events of 2018 and the 1st and 2nd events for 2019. 2. In an interview
with the office manager and laboratory staff at approximately 4:50 P.M. staff
confirmed the proficiency testing reports lacked documentation they were reviewed to
identify any problems with testing.

D5609 HISTOPATHOLOGY
CFR(S): 493.1273(e)(f)

(e) The laboratory must use acceptable terminology of arecognized system of disease
nomenclature in reporting results. (f) The laboratory must document all control
procedures performed, as specified in this section.

This STANDARD is not met as evidenced by:

Based on histopathology staining records review, lack of documentation and
confirmation by the office manager, the laboratory failed to document the ot numbers
and expiration dates of Hematoxylin (H) and Eosin (E) Stainsin use since 08/17/2017.



The laboratory stained approximately 4000 specimens per year Findingsinclude: 1.
Histopathology staining records review failed to include the ot number and expiration
dates of H & E stains the laboratory used to stain histopathology specimens after the
date of 08/17/2017. 2. In an interview conducted on 08/05/2019 at approximately 4.45
P. M., the office manager confirmed the histopathology staining records failed to
include the lot number and expiration dates of H & E stains.



