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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5425 ESTABLISHMENT AND VERIFICATION OF PERFORMANCE

CFR(S): 493.1253(b)(3)

The laboratory must determine the test system's calibration procedures and control
procedures based upon the performance specifications verified or established under
paragraph (b)(1) or (b)(2) of this section.

This STANDARD is not met as evidenced by:

Based on surveyor review of the laboratory's Individualized Quality Control Plan
(IQCP) for the TRIAGE troponin test and interview with the technical consultant, the
I QCP showed no evidence the laboratory used data collected in this laboratory by its
own personnel to support the frequency of externa control testing. Findings include:
1. Review of the IQCP for the TRIAGE troponin test signed by the laboratory director
on May 22, 2019 failed to show the laboratory used internally collected data to
determine the frequency of external quality control testing described in the IQCP. 2.
Interview with the technical consultant on March 17, 2021 at 12:30 PM confirmed the
laboratory could not show the laboratory developed the IQCP using in-house data,
established by the laboratory in its own environment and by its own personnel, to
support the frequency of external control testing.



