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Summary Statement of Deficiencies

A recertification survey was conducted on October 31, 2019. Quest Diagnostics
Clinical Laboratories Inc. was found not in compliance with 42 CFR 493,
requirements for clinical laboratories.

TESTING OF PROFICIENCY TESTING SAMPLES
CFR(S): 493.801(b)(2)

The laboratory must test samples the same number of times that it routinely tests
patient samples.

This STANDARD is not met as evidenced by:

Based on record review and interview, the laboratory failed to run proficiency testing
(PT) samples the same number of times, asit routinely tests patient samples for 2019
1st event for the speciaty of Urinalysis. Findings: Review of the College of American
Pathologists (CAP) PT records showed that for the 1st event of 2019 there were two
sets of handwritten urinalysis cell identification results. The attestation for the 1st
event for 2019 was signed by Testing Personnel B and the first set of handwritten
results had Testing Personnel B's name written on it . The second set of result had
Testing Personnel A's name on it and was dated 5/14/19. The CAP submission date
for PT results for the 2019 1st event was 5/28/19. During an interview on 10/30/19 at
12:15 PM, the Testing Personnel A stated that he performed the cell identification to
use for their comparison study but was unaware he needed to wait until after the
submission date.



