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Item 8.01 Other Events.
On September 26, 2019, Exelixis, Inc. (“Exelixis”) announced that the website of the U.S. Food and Drug Administration (the “FDA”) indicates that an
Abbreviated New Drug Application (“ANDA”) was submitted to the FDA on August 16, 2019 for a generic version of Exelixis, Inc.’s CABOMETYX® (cabozantinib)
tablets (20 mg/40 mg/60 mg). FDA regulations require that a notice of the Paragraph IV certification be provided to the owner of the patent that is the subject
of the certification. Exelixis has not received notice of a Paragraph IV certification with respect to this ANDA filing.
Exelixis intends to vigorously enforce its intellectual property rights relating to CABOMETYX. CABOMETYX is protected by six issued patents in the
United States, all of which are listed in the FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations, commonly known as the Orange Book.
This Current Report on Form 8-K contains forward-looking statements, including, without limitation, statements related to Exelixis’ intention to
vigorously enforce its intellectual property rights. Forward-looking statements involve risks and uncertainties. Actual results and the timing of events could differ
materially from those anticipated in the forward-looking statements as a result of these risks and uncertainties, which include, without limitation: risks related to
the ability of Exelixis to protect its intellectual property rights and defend its patents; the possible introduction of generic versions of CABOMETYX; Exelixis’
dependence on sales of CABOMETYX; and those other risks discussed under the caption “Risk Factors” in Exelixis’ Quarterly Report on Form 10-Q for the quarter
ended June 28, 2019, filed with the Securities and Exchange Commission on July 31, 2019. Exelixis undertakes no duty to update these statements other than to
the extent required by applicable law.
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