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Summary Statement of Deficiencies

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(a)(2)

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory
must perform and document function checks as defined by the manufacturer and with
at least the frequency specified by the manufacturer. Function checks must be within
the manufacturer's established limits before patient testing is conducted.

This STANDARD is not met as evidenced by:

Based on surveyor review of laboratory records and procedures and interview with
Testing Personnel (Staff A), the laboratory did not perform i-STAT thermal probe
checks every six monthsin two of the last two years. Findings include: 1. Review of
laboratory records showed no evidence staff had performed thermal probe checks on
thei-STAT analyzer. 2. Review of the'i-STAT Procedure' showed the procedure
required performance of the thermal probe checks every six months. 3. Interview with
Staff A on August 13, 2024, at 2:30 PM confirmed thermal probe checks had not been
performed on the i-STAT analyzer.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(5)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (e)(5) Ensure that quality assessment programs are established and
maintained to assure the quality of laboratory services provided.

This STANDARD is not met as evidenced by:



D6054

Based on surveyor review of laboratory procedures and records and interview with
Testing Personnel (Staff A), the Laboratory Director did not ensure one of one
Individualized Quality Control Plan (IQCP) was reviewed annually since August 9,
2022. Findingsinclude: 1. Review of the laboratory's quality management plan
showed the laboratory required annual review of the IQCP with the other procedures.
2. Review of the IQCP showed the Laboratory Director reviewed the plan on August
9, 2022. 3. Interview with Staff A on August 13, 2024, at 2:40 PM confirmed the
Laboratory Director had not reviewed the IQCP since August 9, 2022, and confirmed
the director had not established and maintained a quality assessment program for
review of the IQCP to assure quality of laboratory services.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at least
annually, after the first year.

This STANDARD is not met as evidenced by:

Based on surveyor review of competence evaluation records and interview with
Testing Personnel (Staff A), the technical consultant did not evaluate and document
the annual evaluation of Staff A one of the last two years. Findingsinclude: 1. Review
of competence evaluation records showed no evidence of evaluation of Staff A in
2023. 2. Interview with Staff A on August 13, 2024, at 1:30 PM confirmed the
technical consultant did not complete a competence evaluation for Staff A in 2023 for
the testing performed in the laboratory.



