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Summary Statement of Deficiencies

CONTROL PROCEDURES
CFR(s): 493.1256(d)(3)(ii)(9)

Unless CMS Approves a procedure, specified in Appendix C of the State Operations

Manual (CMS Pub. 7), that provides equivalent quality testing, the laboratory must--

At least once a day patient specimens are assayed or examined perform the following
for-- Each qualitative procedure, include a negative and positive control material; ()

The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on observation of the laboratory, review of the laboratory procedure titled
"Respiratory Pathogen Panel”, the laboratory's procedure manual and quality control
(QC) records, and interview with the laboratory manager the laboratory failed to
include a negative and positive control material at least once per day with patient
testing in 2018. The findings include: 1. Observation of the laboratory on March 12,
2018 at 10:00 am revealed the GenMark ePlex instrument in use for patient testing for
detection of respiratory pathogens. 2. Review of the laboratory's procedure titled
"Respiratory Pathogen Panel” revealed the following statements " Positive and
negative external controls should be tested with each new lot of reagents or monthly,
whichever occurs first." "External controls utilized at CQuentiawill be purchase-type
controls." "These controls designations...are as follows: RPP-POSA, RPP-POSB, RPP-
POSC, RPP-POSD, RPP-NEG." 3. Review of the laboratory's procedure manual
revealed no Individualized Quality Control Plan "1QCP" for reduced frequency of
quality control testing for the GenMark ePlex Respiratory Pathogen testing. 4. Review
of the 2018 quality control records reveal ed the performance of quality control one
time for each of the following cartridge lot numbers: 52968567, 53023395, 53009185,
53000303. 5. Interview with the laboratory manager on March 12, 2018 at 5:00 pm
confirmed that the laboratory performs patient testing for respiratory pathogens using



the GenMark ePlex instrument, does not perform negative and positive quality control
each day of patient testing and does not have a |QCP for reduced frequency of QC
testing.



