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Summary Statement of Deficiencies

D6117 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(4)

The technical supervisor is responsible for establishing a quality control program 
appropriate for the testing performed and establishing the parameters for acceptable 
levels of analytic performance and ensuring that these levels are maintained 
throughout the entire testing process from the initial receipt of the specimen, through 
sample analysis and reporting of test results.

This STANDARD is not met as evidenced by:
Based on quality control (QC) record review, lack of documentation, review of the 
patient testing log, policy and procedure review, and staff interview, the technical 
supervisor failed to ensure a quality control program was established to assure the 
quality of laboratory services provided. The findings were: 1. Review of the QC 
records showed the laboratory performed a positive and a negative control for the 
Biofire respiratory panel 2.1 on 8/31/21, 9/1/21, 9/2/21, 9/3/21, 9/7/21, 9/9/21, 9/16
/21, 9/20/21, and 10/20/21. 2. Review of the patient testing log showed 27 respiratory 
panels and 225 SARS-CoV-2 patient tests had been performed between 8/30/21 and 10
/20/21. There was no evidence QC had been performed each day prior to patient 
testing for 18 of the respiratory panels and 164 of the SARS-CoV-2 tests performed 
during that timeframe. 3. Review of the BioFire Quality Control for Respiratory Panel 
2.1 policy signed by the laboratory director on 9/17/21 showed "Respiratory Panel 2.1 
QC, both positive and negative must be run every 30 days or when a new lot of 
cartridges is put into use...COVID-19 is part of this QC group and cannot be run by 
itself..." 4. There was no evidence an IQCP (individualized quality control plan) had 
been developed for the BioFire respiratory panel 2.1. 5. Telephone interview with the 
technical supervisor on 10/20/21 at 11:41 AM revealed she was unaware the 
laboratory was not performing QC on the BioFire respiratory panel every day prior to 
patient testing. The technical supervisor confirmed an IQCP had not been developed 
for the respiratory panel.
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