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Summary Statement of Deficiencies

This Statement of Deficiencies was created as aresult of an on-site CLIA
recertification survey conducted at your facility on June 24, 2026. The findings and
conclusions of any investigation by the Division of Healthcare Purchasing and
Compliance shall not be construed as prohibiting any criminal or civil investigations,
actions or other claimsfor relief that may be available to any party under applicable
federal, state, or local laws.

FACILITIES
CFR(s): 493.1101(c)

The laboratory must be in compliance with applicable Federal, State, and local
laboratory requirements.

This STANDARD is not met as evidenced by:

Based on areview of the Medical Director Monthly Site Visit Log, the Nevada
Administrative Code (NAC) Chapter 652, and an interview with the office manager,
the laboratory failed to ensure that the laboratory director was on the premises at least
once per month for 17 of 20 months between November 2024 and June 2026, as
required by NAC 652.370(2). Findingsinclude: 1. A review of the Medical Director
Monthly Site Visit Log showed that the laboratory director was onsite only three
times-April 14, 2025; December 9, 2025; and June 22, 2026-resulting in 17 missed
monthly visits of 20 total months during the period of November 2024 through June
2026. 2. NAC 652.370(2) states: "The director must be on the premises of the
laboratory at least once each month. If the director is absent from the laboratory for 1
month or more, the director shall provide a licensed substitute to serve in his or her
place, unless the laboratory isin arural area and the Division determines that a
substitute is not necessary.” 3. These findings were confirmed during an interview
with the office manager on June 24, 2026, at approximately 10:30 AM. According to
the CMS-116 submitted at the time of the survey, the laboratory performs 3,153
histopathology tests annually.
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MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(b)(2)

(b)(2)(i) Define afunction check protocol that ensures equipment, instrument, and test
system performance that is necessary for accurate and reliable test results and test
result reporting. (b)(2)(ii) Perform and document the function checks, including
background or baseline checks, specified in paragraph (b)(2)(i) of this section.
Function checks must be within the laboratory's established limits before patient
testing is conducted.

This STANDARD is not met as evidenced by:

Based on arandom audit of five patient records from January 8, 2025 through March
16, 2026, areview of maintenance logs, and interviews with the office manager and
the histology technician, the laboratory failed to document temperatures for the room,
cryo cold plate, paraffin oven, water bath, and slide dryer, and failed to document
decontamination of the grossing cutting board for 16 of 16 working days between
December 9, 2025 and December 31, 2025. Findingsinclude: 1. A review of one
patient record dated December 18, 2025 revealed that temperatures for the room, cryo
cold plate, paraffin oven, water bath, and slide dryer were not documented, and that
decontamination of the grossing cutting board was not performed or documented for
16 of 16 working days between December 9 and December 31, 2025. 2. A review of
the December 2025 maintenance log confirmed that temperatures for the room, cryo
cold plate, paraffin oven, water bath, and slide dryer were not documented, and that
grossing cutting board decontamination was not performed or documented for 16 of
16 working days during the same period. 3. These findings were confirmed during
interviews with the office manager and the histology technician on June 24, 2026, at
approximately 11:30 AM. According to the CMS-116 submitted at the time of the
survey, the laboratory performs 3,153 histopathology tests annually.

ANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1289(b)(c)

(b) The analytic systems quality assessment must include areview of the effectiveness
of corrective actions taken to resolve problems, revision of policies and procedures
necessary to prevent recurrence of problems, and discussion of analytic systems
quality assessment reviews with appropriate staff. (c) The laboratory must document
all analytic systems assessment activities.

This STANDARD is not met as evidenced by:

Based on arandom audit of five patients tested between January 8, 2025, and March
16, 2026, areview of maintenance logs, and interviews with the office manager and
histology technician, the laboratory failed to identify and correct missing
documentation of temperatures for the room, cryo cold plate, paraffin oven, water
bath, and slide dryer. The laboratory also failed to identify and correct missing
documentation of grossing cutting board decontamination for al 16 working days
between December 9 and December 31, 2025. Findings include: 1. A random audit of
five patient records revealed that for the December 18, 2025 patient, temperatures for
the room, cryo cold plate, paraffin oven, water bath, and slide dryer were not
documented. Additionally, decontamination of the grossing cutting board was neither
performed nor documented for 16 of 16 working days between December 9 and
December 31, 2025. 2. A review of the December 2025 log showed missing
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documentation of temperatures for the room, cryo cold plate, paraffin oven, water
bath, and dlide dryer. The log aso lacked documentation confirming that the grossing
cutting board was decontaminated for all 16 working days between December 9 and
December 31, 2025. 3. The December 2025 temperature and maintenance log was
signed and dated as reviewed by the office manager, but no corrective action was
documented. 4. These findings were confirmed during interviews with the office
manager and histology technician on June 24, 2026, at approximately 11:30 AM.
According to the CMS-116 form submitted at the time of the survey, the laboratory
performs 3,153 histopathol ogy tests annually.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(5)

(e)(5) Ensure that the quality control and quality assessment programs are established
and maintained to assure the quality of laboratory services provided and to identify
failuresin quality asthey occur;

This STANDARD is not met as evidenced by:

Based on arandom audit of five patients tested between January 8, 2025, and March
16, 2026, areview of maintenance logs, and interviews with the office manager and
histology technician, the laboratory director failed to ensure that the established
quality assessment program was maintained. The program did not detect or correct the
laboratory ' s failure to document temperatures for the room, cryo cold plate, paraffin
oven, water bath, and dlide dryer, nor did it detect or correct the failure to perform and
document decontamination of the grossing cutting board for all 16 working days
between December 9 and December 31, 2025. Findings include: 1. A random audit of
five patient records showed that for the December 18, 2025 patient, temperatures for
the room, cryo cold plate, paraffin oven, water bath, and slide dryer were not
documented. Decontamination of the grossing cutting board was also not performed
or documented for 16 of 16 working days between December 9 and December 31,
2025. 2. A review of the December 2025 log confirmed missing documentation for
temperatures of the room, cryo cold plate, paraffin oven, water bath, and slide dryer,
as well as missing documentation of grossing cutting board decontamination for all 16
working days between December 9 and December 31, 2025. 3. The December 2025
temperature and maintenance log was signed and dated as reviewed by the office
manager, but no corrective action was documented. 4 These findings were confirmed
during interviews with the office manager and the histology technician on June 24,
2026, at approximately 11:30 AM. According to the CMS-116 form submitted at the
time of the survey, the laboratory performs 3,153 histopathology tests annually.



