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D5807 TEST REPORT

CFR(S): 493.1291(d)

(d) Pertinent "reference intervals® or "normal” values, as determined by the laboratory
performing the tests, must be available to the authorized person who ordered the tests
and, if applicable, the individual responsible for using the test results.

This STANDARD is not met as evidenced by:

Based on review of patient test reports, approved procedure manual and interview
with the technical consultant, the laboratory failed to ensure pertinent venous pH
normal values as determined by the laboratory were available for interpretation. Two
of two selected test reports generated April 17, 2025 included venous pH normal
values that differed from those stated in the approved procedure manual. Findings: 1.
The difference between normal values included on two selected test reports and those
included in the approved procedure manual are as follows: -pH normal values
included on test reports (7.31-7.45) -pH normal values stated in the approved
procedure manual (7.35-7.45) 2. Interview with the technical consultant on April 17,
2025 at 11:05 AM confirmed the discrepant normal values.

D6013 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(3)(ii)

(e)(3)(ii) Verification procedures used are adequate to determine the accuracy,
precision, and other pertinent performance characteristics of the method; and

This STANDARD is not met as evidenced by:

Based on review of verification procedures for |-Stat analyzer serial # 404127 on
April 17, 2025 and interview with the technical consultant, the laboratory director
failed to ensure verification procedures were adequate for the test method. Findings:



D6020

1. Thelaboratory did not have documentation to show the laboratory director
evaluated and approved the |-Stat verification procedures for CG8+ cartridges that
perform sodium, potassium, i calcium, glucose, hematocrit, hemoglobin, pH, pCO2,
pO2, TCO2, base excess and sO2 on the |-Stat analyzer. 2. Interview with the
technical consultant on April 17, 2025 at 11:05 AM, confirmed the laboratory director
failed to approve verification procedures for tests performed on the |-Stat analyzer.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(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 review of the laboratory's quality assessment (QA) program on April 17,
2025 and interview with the technical consultant, the laboratory director failed to
approve the QA program. Findings. 1. The laboratory did not have documentation to
show the laboratory director approved the QA program in use. 2. Interview with the
technical consultant on April 17, 2025 at 11:05 AM confirmed the QA program did
not include approval by the laboratory director.



