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Summary Statement of Deficiencies

MODERATE COMPLEXITY LABORATORY DIRECTOR
CFR(S): 493.1403

The laboratory must have a director who meets the qualification requirements of 493.
1405 of this subpart and provides overall management and direction in accordance
with 493.1407 of this subpart.

This CONDITION is not met as evidenced by:

Based on surveyor review of performance verification records, laboratory information
system (LIS) records, patient test reports, and interview with testing personnel, the
laboratory director failed to provide overall management and direction in accordance
with 493.1407 of this subpart. Findings include: 1. The laboratory director did not
ensure that the new reference range obtained from verification procedures for the
Thyroid Stimulating Hormone (TSH) analyte was implemented prior to patient result
reporting with the new TSH methodology. See D6024. 2. The laboratory director did
not ensure that patient test reports had the correct reference range for TSH test results.
See D6026.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(7)

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)(7) Ensure that all necessary remedial actions are taken and
documented whenever significant deviations from the laboratory's established
performance specifications are identified,
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D6026

This STANDARD is not met as evidenced by:

Based on surveyor review of performance verification records for the Dimension EXL
chemistry analyzer, review of the laboratory information system (LIS) records, and
interview with testing personnel, the laboratory director failed to ensure appropriate
actions were taken when the reference range for Thyroid Stimulating Hormone (TSH)
changed on January 13, 2017. Findings include: 1. Review of performance
verification records for the new Dimension EXL chemistry analyzer show that the
new TSH LOCI methodology does not have the same reference range as the
Dimension Expand chemistry anayzer which was being replaced by the Dimension
EXL anayzer. The new TSH LOCI methodology reference range for the Dimension
EXL chemistry analyzer was approved by the laboratory director and was 0.36-3.74
ulU/mL. Review of verification records show the new Dimension EXL chemistry
analyzer was implemented for patient testing on January 13, 2017. 2. Review of
current L1S records show that TSH results are reported with a reference range of 0.34-
4.82 ulU/mL. 3. Interview with testing personnel on May 16, 2018 at 12:00 PM
confirmed the laboratory director failed to ensure that the new reference range for the
TSH analyte was implemented.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(8)

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)(8) Ensure that reports of test results include pertinent information
required for interpretation.

This STANDARD is not met as evidenced by:

Based on surveyor review of performance verification records for the Dimension EXL
chemistry analyzer, review of patient test reports, and interview with testing
personnel, the laboratory director failed to ensure the correct reference range for
Thyroid Stimulating Hormone (TSH) is provided on patient reports. Findings include:
1. Review of performance verification records for the new Dimension EXL chemistry
analyzer show that the new TSH LOCI methodology does not have the same reference
range as the Dimension Expand chemistry analyzer which was being replaced by the
Dimension EXL analyzer. The new TSH LOCI methodology reference range for the
Dimension EXL chemistry analyzer was approved by the laboratory director and was
0.36-3.74 ulU/mL. Review of verification records show the Dimension EXL
chemistry analyzer was implemented for patient testing on January 13, 2017. 2.
Review of patient test reports show that TSH results are reported with areference
range of 0.34-4.82 ulU/mL. 3. Interview with testing personnel on May 16, 2018 at 12:
00 PM confirmed the laboratory director failed to ensure that the correct reference
range for TSH testing was on patient reports.



