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Summary Statement of Deficiencies

PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(S): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on surveyor review of laboratory policies and interview with a Technical
Consultant/Technical Supervisor (TC/TS), Staff A, the laboratory did not establish a
process for evaluating the competency of personnel performing delegated
responsibilitiesin three of three Clinical Laboratory Improvement Amendment
(CLIA) regulations named positions: TC, TS, and General Supervisor (GS). Findings
include: 1. Review of the laboratory's procedure manual revealed no evidence of a
written policy to assess employee competency for personnel performing delegated
responsibilitiesinthe TC, TS, and GS positions. 2. Interview with Staff A on January
15, 2026, at 9:30 AM confirmed the laboratory did not establish and follow written
policies to assess employee competency for the personnel performing delegated
responsibilitiesinthe TC, TS, and GS positions.

PROCEDURE MANUAL
CFR(s): 493.1251(d)

(d) Procedures and changes in procedures must be approved, signed, and dated by the
current laboratory director before use.

This STANDARD is not met as evidenced by:
Based on surveyor review of laboratory procedures, and interview with a Technical
Consultant/Technical Supervisor (Staff A), the current laboratory director did not
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approve three out of the five procedures reviewed from the laboratory's procedure
manual. Findings include: 1. Review of the laboratory's procedure manual revealed no
evidence the current laboratory director had approved the test procedures for
performing urine microscopic testing, vaginal wet mount testing, and infectious
mononucleosi s testing using the Sekisui Diagnostics OSOM Mono Test Kit. 2.
Interview with Staff A on January 15, 2026, at 1:10 PM confirmed the current
laboratory director did not approve all of the procedures in use in the laboratory.

ESTABLISHMENT AND VERIFICATION OF PERFORMANCE
CFR(s): 493.1253(b)(1)

(b) Each laboratory that introduces an unmodified, FDA-cleared or approved test
system must do the following before reporting patient test results: (b)(1)(i)
Demonstrate that it can obtain performance specifications comparable to those
established by the manufacturer for the following performance characteristics: (b)(2)(i)
(A) Accuracy. (b)(1)(i)(B) Precision. (b)(1)(i)(C) Reportable range of test results for
the test system. (b)(2)(ii) Verify that the manufacturer's reference intervals (normal
values) are appropriate for the laboratory's patient popul ation.

This STANDARD is not met as evidenced by:

Based on surveyor review of laboratory records and interview with a Technical
Consultant/Technical Supervisor (TC/TS), Staff A, the laboratory could not show they
evaluated performance characteristics for one of one new analyzers after moving the
Sysmex XN-450 hematology analyzer into the clinic and before patient testing was
performed starting on April 22, 2025. Findings include: 1. Review of |aboratory
records showed no evidence the laboratory demonstrated it could obtain performance
specifications comparable to those established by the manufacturer for the Sysmex
XN-450 analyzer. 2. In an interview on January 15, 2026, at 1:45 PM, Staff A stated
the laboratory started patient testing with the Sysmex XN-450 on April 22, 2025, after
verifying performance specifications at this location with the analyzer. Further
interview confirmed records for the verification were not available. 52883

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(c)

(c) Thelaboratory director must: (c)(1) Be onsite at least once every 6 months, with at
least 4 months between the minimum two on-site visits. Laboratory directors may
elect to be on-site more frequently and must continue to be accessible to the
laboratory to provide telephone or electronic consultation as needed; and (c)(2)
Provide documentation of these visits, including evidence of performing activities that
are part of the laboratory director responsibilities.

This STANDARD is not met as evidenced by:

Based on surveyor review of laboratory records and interview with a Technical
Consultant/Technical Supervisor (Staff A), the laboratory director did not meet the
requirement of conducting and documenting an onsite visit at least once every six
months, with at least four months between onsite visits, for two of two required visits
in 2025. Findingsinclude: 1. Review of laboratory records revealed no evidence the
laboratory director conducted any onsite visitsin 2025. 2. Interview with Staff A on
January 15, 2026, at 9:40 AM confirmed the laboratory director had not conducted the
two required onsite visits in 2025.
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LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(2)

(e)(2) Ensure that the physical plant and environmental conditions of the laboratory
are appropriate for the testing performed and

This STANDARD is not met as evidenced by:

Based on surveyor observation in the laboratory, review of manufacturer
specifications and environmental records, and interview with a Technical Consultant
/Technical Supervisor (Staff A), the laboratory director did not ensure that the
environmental conditions of the laboratory were appropriate for use of the Sysmex
XN-450 hematology analyzer, one of one hematology analyzer in usein the
laboratory. Findings include: 1. Observation on January 15, 2026, at 2:00 PM revealed
a Sysmex XN-450 hematology instrument operating in the laboratory. 2. Review of
manufacturer's performance specifications/characteristics for the Sysmex XN-450
showed the ambient temperature range for operating the instrument was 15 to 25
degrees Celsius and the relative humidity range was 20 to 85%. 3. Review of
environmental records in the laboratory showed no evidence the laboratory monitored
the ambient room temperature and relative humidity of the laboratory when the
laboratory was operating and personnel were using the Sysmex XN-450. 4. Interview
with Staff A on January 15, 2026, at 1:32 PM confirmed personnel did not monitor
the ambient room temperature and relative humidity of the laboratory, and that the
director had not ensured the laboratory could maintain temperature and humidity
levels appropriate for the testing performed in the laboratory.



