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According to the complaint, the company made materially false and misleading statements concerning test
results and accuracy.

A shareholder has filed a securities fraud action against a manufacturer of diagnostic tests in connection
with statements made regarding a COVID-19 antibody test. According to the complaint, the company made
misleading statements and/or failed to disclose that the test generated a higher rate of false results than
expected in authorized labeling and was not effective in detecting antibodies against the virus. These actions
potentially caused a material risk to public health from false test results, and poor financial results were
"foreseeably likely," the plaintiff alleges (Bailey v. Chembio Diagnostics, Inc., July 3, 2020).

Antibody test. Chembio Diagnostics, a manufacturer of tests used to detect or diagnose diseases, began to
focus development and commercialization of a serological or antibody test for COVID-19 earlier this year. In
April 2020, Chembio's test was among the first antibody tests to be granted Emergency Use Authorization (EUA)
by the FDA. At the time of authorization, the FDA found that the test met the "may be effective" standard for
emergency authorization and that potential benefits outweighed known and potential risks.

However, in mid-June 2020, after the market closed, the FDA issued a press release disclosing that it had
revoked Chembio’s EUA. According to the FDA’s letter, "it is not reasonable to believe that the test may be
effective in detecting antibodies" or "that the known and potential benefits of the test outweigh the known and
potential risks of the test, including the high rate of false results."

Chembio filed a Form 8-K with the SEC acknowledging receipt, and, as a result of the disclosure, the company’s
stock price fell over 60 percent.

Fraud allegations. According to the plaintiff, Chembio and individual executive defendants made materially
false and misleading statements regarding the company's policies and failed to disclose material performance
concerns regarding the accuracy of the COVID-19 test. The complaint also alleges that Chembio did not disclose
a higher-than-expected rate of false results or the lack of efficacy in detecting antibodies against COVID-19.
These failures were foreseeably likely to have a material negative effect on Chembio’s financial results, the
plaintiff states.

Chembio’s public statements were materially false and misleading, and, given their positions in the company, the
individual executive defendants had actual knowledge and intended to deceive investors, or, in the alternative,
acted with reckless disregard for the truth, according to the complaint.

The case is 2:20-cv-02961-SJF-ARL.

Attorneys: Jeremy Alan Lieberman (Pomerantz LLP) for Anthony Bailey.

Companies: Chembio Diagnostics, Inc.
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