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Summary Statement of Deficiencies

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

Each laboratory that introduces an unmodified, FDA-cleared or approved test system
must do the following before reporting patient test results: (1)(i) Demonstrate that it
can obtain performance specifications comparabl e to those established by the
manufacturer for the following performance characteristics: (1)(i)(A) Accuracy. (1)(i)
(B) Precision. (1)(i)(C) Reportable range of test results for the test system. (1)(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 observation, document review, and interview with laboratory personnel,
the laboratory failed to ensure one of five reportable ranges obtained during
performance verification activities completed in 2022 were adopted by the |aboratory.
Findings are asfollows: 1. The laboratory performed Hematology testing as
confirmed by the Testing Personnel 1 (TP1) during atour of the laboratory at 10:05 a.
m. on 07/19/22. 2. A Sysmex XP-300 hematology analyzer was observed as present
and available for use during the tour of the laboratory. 3. Performance verification
(PV) activities on the XP-300 for Red Blood Cells, White Blood Cells, Hemoglobin,
Hematocrit, and Platel ets were completed in May 2022 as indicated in |aboratory
records. 4. The upper limit of the reportable range for Hemoglobin (HGB) in the
Sysmex XP-300 Automated Hematology Analyzer procedure found in the Laboratory
Procedure Manual did not reflect the actual reportable range value obtained by the
laboratory during the PV. The values listed in the procedure were the manufacturer's
stated reportable ranges. See below. Analyte PV Procedure HGB 0-22.4 0.1-24.0 5.
The laboratory was given five business days to provide documentation showing the
HGB reportable range in the XP-300 analyzer software had been updated to reflect the
laboratory's PV values. 6. In an interview at 1:25 p.m. on 07/19/22, TP1 and the
Operations Manager (OM) confirmed the above finding. 7. In an email received at 8:
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37 am. on 07/25/22, the OM provided documentation from the manufacturer
indicating the reportabl e range study performed at implementation was a verification
study and the results were within manufacturer guidelines. The manufacturer did not
indicate the analyzer software had been updated to reflect the laboratory's HGB PV
values. .

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(8)(V)

The procedures for evaluation of the competency of the staff must include, but are not
limited to assessment of test performance through testing previously analyzed
specimens, internal blind testing samples or external proficiency testing samples.

This STANDARD is not met as evidenced by:

. Based on document review and interview with laboratory personnel, the technical
consultant failed to ensure four of five testing personnel were assessed at |east
annually in 2021 through testing Microbiology, Chemistry,and Hematology
previously analyzed specimens, blind samples, or proficiency testing samples.
Findings are asfollows:. 1. The laboratory performed moderate complexity Urine
Cultures (UC), Urine Sediment (US), and Hematology (CBC) testing as confirmed by
Testing Personnel 1 (TP1) during atour of the laboratory at 10:05 a.m. on 07/19/22. 2.
Laboratory records indicated five of five testing personnel (TP) performed the above
moderate complexity testsin 2021. Proficiency testing or blind sample competency
assessments were not found for four of five TP in 2021 laboratory records as indicated
below. TP Missing assessments TP1 UC, US, CBC TP3USTP4 CBC TP5 US, CBC
3. The laboratory was unable to provide the missing blind sample evaluation
documents upon request. 4. In an interview at 12:00 p.m. on 07/19/22, TP1 confirmed
the above finding.



