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Summary Statement of Deficiencies

D1001 CERTIFICATE OF WAIVER TESTS
CFR(s): 493.15(e)

Laboratories eligible for a certificate of waiver must-- (1) Follow manufacturers' 
instructions for performing the test; and (2) Meet the requirements in subpart B, 
Certificate of Waiver, of this part.

This STANDARD is not met as evidenced by:
Item 1: Based on surveyor direct observation, review of manufacturer's instructions 
and interview with the site attendant, Staff A, the laboratory failed to follow the 
manufacturer's instructions for SARS-CoV-2 (COVID-19) rapid antigen testing for 
testing of patient specimens. Findings include: 1. Direct observation of the patient 
testing area on January 27, 2022 at 10:40 AM revealed a bin of opened cassettes 
waiting to be used for patient testing. 2. Review of the Phase Scientific Indicaid 
COVID-19 manufacturer's instruction revealed "All components in this test kit should 
remain sealed until ready to use". 3. Interview with Staff A at on January 27, 2022 at 
10:40 AM confirmed the laboratory did not follow the manufacturer's instruction by 
keeping the cassettes sealed prior to patient testing. Item 2: Based on surveyor review 
of manufacturer's instructions and interview with the site attendant, Staff A, the 
laboratory failed to follow the manufacturer's instructions for SARS-CoV-2 (COVID-
19) rapid antigen testing for testing of specimens. Findings include: 1. Review of the 
Phase Scientific Indicaid COVID-19 manufacturer's instructions revealed "Read the 
test line (T) and control line  results promptly at 20 minutes, and not earlier to ensure 
proper test performance. Results after 25 minutes should not be used." 2. Interview 
with Staff A on January 27, 2022 at 10:40 AM stated patient tests were read at ten 
minutes, no longer than fifteen minutes per former business association at this site. 
Further interview confirmed the laboratory failed to follow the manufacturer's 
instructions for SARS-CoV-2 (COVID-19) rapid antigen testing for testing of 
specimens.
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