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Summary Statement of Deficiencies

CERTIFICATE OF WAIVER TESTS
CFR(S): 493.15(¢)

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:

Based on surveyor review of the manufacturer'sinstructions and interview with
testing personnel, testing personnel did not follow the manufacturer's instructions for
interpreting the test results for the iHealth SARS CoV -2 antigen test. Findings
include: 1. Review of the manufacturer's instructions for the iHealth SARS CoV-2
antigen test showed a graphic with positive test results, one with the control line
darker than the test (T) line, one with the control line the same as the test line, and one
with the control line lighter than the test line. The instructions state, "The T line can
be extremely faint." The instructions also include five photos of positive results
including two with atest line lighter than the control line. 2. Interview with testing
personnel (staff A) on June 20, 2022 at 11:30 AM confirmed staff A interpreted
iHealth SARS CoV-2 antigen test results as negative when the test line was lighter
than the control line, and confirmed staff A did not follow the manufacturer's
instructions.



