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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 An unannounced revisit survey was performed on August 27, 2024 as afollow-up to

the July 22, 2024 recertification survey. The Department of Licensing and Regulatory
Affairs has evaluated this facility and determined it is not compliance with CLIA
regulations at the standard level (42 CFR Part 93, effective April 24, 2003).

D5433 MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(b)(1)

For equipment, instruments, or test systems developed in-house, commercially
available and modified by the laboratory, or maintenance and function check
protocols are not provided by the manufacturer, the laboratory must establish a
maintenance protocol that ensures equipment, instrument, and test system
performance that is necessary for accurate and reliable test results and test result
reporting. The laboratory must perform and document the maintenance activities
specified in paragraph (b)(1)(i) of this section.

This STANDARD is not met as evidenced by:

. Based on observation and interview with the Testing Personnel, the laboratory failed
to establish maintenance protocols to ensure centrifuge performance for accurate and
reliable qualitative urine toxicology results for one (August 2024) of one month the
laboratory started using the centrifuge. Findingsinclude: 1. The surveyor observed the
laboratory's centrifuge used to prepare urine specimens for qualitative urine
toxicology testing on 8/27/24 at 9:36 am. 2. An interview with the Testing Personnel
at 9:36 am revealed the laboratory did establish apolicy for centrifuge maintenance
and no maintenance or function checks for the centrifuge were performed prior to use
for patient testing.



