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Summary Statement of Deficiencies

Noted deficiencies and plans of correction were discussed with the |aboratory
representative at the entrance and exit conferences. The facility representative was
given an opportunity to provide evidence of compliance with the noted deficiencies,
and no such evidence was provided prior to survey exit. The facility was found to be
in compliance with applicable Conditions of Participation in the CLIA program, and
recertification is recommended. Note: The CMS-2567 (Statement of Deficiencies) is
an official, legal document. All information must remain unchanged except for
entering the plan of correction, correction dates, and the signature space. Any
discrepancy in the original deficiency citation(s) will be reported to the Dallas
Regional Office (RO) for referral to the Office of the Inspector General (OIG) for
possible fraud. If information is inadvertently changed by the provider/supplier, the
State Survey Agency (SA) should be notified immediately.

CONTROL PROCEDURES
CFR(Ss): 493.1256(a)(b)(c)(q)

(a) For each test system, the laboratory is responsible for having control procedures
that monitor the accuracy and precision of the complete analytic process. (b) The
laboratory must establish the number, type, and frequency of testing control materials
using, if applicable, the performance specifications verified or established by the
laboratory as specified in 493.1253(b)(3). (c) The control procedures must-- (¢)(1)
Detect immediate errors that occur due to test system failure, adverse environmental
conditions, and operator performance. (c)(2) Monitor over time the accuracy and
precision of test performance that may be influenced by changesin test system
performance and environmental conditions, and variance in operator performance. (g)
The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:
Based on review of the laboratory's records, and staff interview, it was reveaed the
laboratory failed to have documentation of monitoring quality control values over



time for accuracy and precision of test performance. The findings were: 1. A review
of the laboratory's quality control records from 2018 and 2019 revealed the laboratory
tested two levels of control material each day of patient testing for total protein on
each of its eight refractometers. 2. The laboratory was asked to provide documentation
of monitoring the quality control values over time. No documentation was provided.

3. Aninterview with the Quality Assurance Supervisor on 09/05/2019 at 1140 hours
in the training room reveal ed the laboratory monitored quality control values daily for
acceptability, but did not monitor the values over time for accuracy and precision.
This confirmed the findings.



