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Summary Statement of Deficiencies

PROCEDURE MANUAL
CFR(S): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

Based on observation of the laboratory, review of the laboratory's procedure titled
"Calibration Verification Linearity Testing Reportable Range”, 12.27.17 calibration
records for Sodium (Nat+), Potassium (K+), Chloride (CL-), 2016 and 2017
calibration verification records, and interview with the technical consultant, the
laboratory failed to follow procedure for calibration verification in 2016, 2017, and
2018. The findings include: 1. Observation of the laboratory on 04.03.18 revealed the
Ortho Vitros 350 instrument in use for patient testing for chemistry analytes. 2.
Review of the laboratory procedure titled "Calibration Verification Linearity Testing
Reportable Range" revealed the following statements under the subsection Calibration
Verification: "For analyzer and analytes that are not calibrated with a minimum of
three calibrators verifying the low, midpoint and high end of the reportable range, a
calibration verification must be performed to substantiate the continued accuracy of
the monitors throughout the reportable range, after the initial validation studies are
performed with the setup of the analyzer. Calibration verification is performed every
six months as stated in the current CLIA regulations." "To perform the calibration
verification, low, midpoint, and high level standards are tested in the same manner as
patient samples.” 3. Review of the 12.27.17 calibration records for the Na+, K+, and
Cl- analytes revealed calibration performed using two levels of calibrator. 4. Review
of the 2016 and 2017 calibration verification records for the Nat+, K+, and Cl-
analytes revealed calibration verification performed without using three levelsto
include alow, mid and high point. 5. Interview with the technical consultant on



04.03.18 at 11:45 am confirmed that calibration for the Na+, K+, and Cl- analytes

does not include three calibrators to include alow, mid, and high point; the calibration
verification was not performed using three levels every six months; and the laboratory
failed to follow procedure for calibration verification for Na+, K+, and Cl- analytesin

2016, 2017, and 2018.



