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Summary Statement of Deficiencies

HISTOPATHOLOGY
CFR(S): 493.1219

If the laboratory provides services in the subspecialty of Histopathology, the
laboratory must meet the requirements specified in 493.1230 through 493.1256, 493.
1273, and 493.1281 through 493.1299.

This CONDITION is not met as evidenced by:

Repeat Condition Based on review of the laboratory's Allegation of Compliance
(A0oC) response regarding citations from the 03/07/2023 recertification survey,
laboratory policies and procedures, laboratory records, lack of documentation, and
interview with the laboratory director (LD); in arepeated deficiency from 03/07/2023
recertification survey, the laboratory failed to perform bi-annual method accuracy
evaluations (peer-reviewed slides/proficiency testing (PT) slides) for histopathology
testing in 2023 through date of 08/25/2025. See 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 | of this part.

This STANDARD is not met as evidenced by:

Repeat Deficiency Based on review of the laboratory's Allegation of Compliance
(A0C) response regarding citations from the 03/07/2023 recertification survey,
laboratory policies and procedures, laboratory records, lack of documentation, and
interview with the laboratory director (LD); in arepeated deficiency from 03/07/2023
recertification survey, the laboratory failed to perform bi-annual method accuracy
evaluations (peer-reviewed sides/proficiency testing (PT) slides) for histopathology



testing in 2023 through date of 08/25/2025. Findings Include: 1. Repeat deficiency
from 03/07/2023 recertification survey. 2. Review of the laboratory's AoC, submitted
03/27/2023 in response to deficiencies cited 03/07/2023 and signed by the LD on 03
123/2023, stated, "Proficiency testing will be performed by ... [secondary
dermatopathol ogist] and documented to meet this requirement biannually.” 3. Review
of laboratory policies and procedures revealed the procedure titled, "Procedure and
Form", which stated, under "Quality Control Procedures’, " Split samples for testing
with another CLIA-certified laboratory ... biann[u]aly.” 4. Review of |aboratory
records found the laboratory failed to perform biannual method accuracy evaluations
(peer-reviewed dlides/proficiency testing (PT) dlides) for the years 2023 through 08/25
/2025 for histopathology testing. 5. Interview with the LD on 8/25/2025, at 12:10 pm,
confirmed the laboratory failed to perform the bi-annual method accuracy evaluations
for histopathology testing in 2023 through the date of survey, 08/25/2025.



