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Tag
D5293 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT

CFR(S): 493.1239(b)(c)

(b) The general laboratory systems quality assessment must include areview of the
effectiveness of corrective actions taken to resolve problems, revision of policies and
procedures necessary to prevent recurrence of problems, and discussion of general
laboratory systems quality assessment reviews with appropriate staff. (¢) The
laboratory must document all general laboratory systems quality assessment activities.

This STANDARD is not met as evidenced by:

Based on review of patient number two complete blood count (CBC) test report, the
laboratory's quality control (QC) limits for the CBC instrument and the manufacturer
package insert limits, the quality control review report and patient data logs, monthly
quality assessments for June and July 2018, and interview with the technical
consultant, the laboratory's quality assessment process was ineffective when it failed
to detect and correct problems with quality control limits for lot numbers 069600 and
089600 in 2018 with approximately 119 patients reported during lot number use. The
findingsinclude: 1. Review of patient number two test report revealed CBC patient
testing reported on June 7, 2018. 2. Review of the laboratory's QC limits and the
manufacturer package insert revealed the following: Lot number 069600: Red Cell
Distribution Width (RDW)- laboratory QC limit in use = 5.6 - 23.6%, manufacturer
limit =12.1 - 17.1% Lot number 089600: RDW-L aboratory QC limit in use = 13.1-
15.1%, Manufacturer limit = 12.1 - 16.1% Hematocrit - laboratory limit in use = 12.7
- 86.7%; manufacturer limit = 45.7 to 53.7% 3. Review of the quality control review
report for ot numbers 069600 and 089600 and the patient data logs revealed the
affected lot numbers were in use May 7, 2018 through July 30, 2018 with
approximately 119 patients reported during this period. 4. Review of the June and July
2018 quality assurance reports revealed review of the affected |ot numbers by the
technical consultant with no corrective action documented for the use of incorrect
guality control limits. 5. Interview with the technical consultant on October 25, 2018



at 2:00 pm confirmed the laboratory uses the manufacturer's quality control limits,
incorrect quality control limits were in use from May 7, 2018 to July 30, 2018 for
RDW for lot 069600, RDW and Hematocrit for lot 089600, with approximately 119
patient CBCs reported. There was no corrective action documented for the incorrect
quality control limits. The laboratory's quality assessment process was ineffective
when it failed to detect and correct incorrect quality control limitsin 2018.



