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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 The following standard deficiences were cited as the results of a recertification survey

on 07/11/2022. Thisfacility was found NOT to be in compliance with the CLIA
regulations found at 42 CFR for the specialties/subspecialtiesin which it was
surveyed.

D5219 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(c)(2)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure listed in subpart | of this part for which compatible proficiency testing
samples are not offered by a CM S-approved proficiency testing program.

This STANDARD is not met as evidenced by:

Based on the review of laboratory policy, quality control records, and interview with
the laboratory staff, the laboratory failed to perform the twice a year verification of
the microscopic evaluation of frozen tissue sections for 2 of 2 assessmentsin 2020
and 2021. Thisisarepeat deficiency from 2019. Findings included: A. Review of the
laboratory policy revealed the laboratory had no written policy regarding the twice a
year verification process. B. Review of quality control/quality assurance records
revealed no documentation of the accuracy verification for the microscopic evaluation
for 2 of 2 assessmentsin 2020, and 2 of 2 assessmentsin 2021. C. During an
interview on 07/11/2022 at 3:00 pm, the lead medical assistant stated that sheis till
learning her job and was not aware of the twice ayear verification process. This
confirmed the above findings.

D5473 CONTROL PROCEDURES
CFR(s): 493.1256(e)(2)(g)

(e) For reagent, media, and supply checks, the laboratory must do the following: (€)
(2) Each day of use (unless otherwise specified in this subpart), test staining materials



for intended reactivity to ensure predictable staining characteristics. Control materials
for both positive and negative reactivity must be included, as appropriate. (g) The
laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on review of laboratory policy, quality logs for the stain, and confirmed in staff
interview, the laboratory failed to define intended reactivity for the Hematoxylin and
Eosin (H & E) stain to ensure predictable staining characteristics for 6 months
reviewed in 2020, and 6 months reviewed in 2021. Findings included: A. Review of
the laboratory policy revealed the laboratory had no written policy defining the
intended reactivity for the H & E stain to ensure predictable staining characteristics.
B. Review of asampling of the Stain Quality Logs for 6 of 12 months reviewed (June
through December), in 2020 and 2021, revealed the Slide Quality was documented as
"Excellent”. The laboratory failed to define the specific staining characteristics that
constitutes a grade of "Excellent" on the log. C. During an interview on 07/11/2022 at
2:30 pm, the lead medical assistant confirmed these findings.



