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Item 8.01 Other Events
 
In January 2025, Opus Genetics, Inc. (the “Company”) received a Paragraph IV Certification Notice (the “Notice Letter”) from Winston & Strawn LLP, counsel to Sandoz
Incorporated (“Sandoz”), providing notification to the Company that Sandoz has submitted an Abbreviated New Drug Application (“ANDA”) to the U.S. Food and Drug
Administration (the “FDA”) seeking approval to manufacture, use or sell a generic version of RYZUMVITM in the United States prior to the expiration of six patents listed in
the FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations publication (the “Orange Book”): U.S. Patent Nos. 9,795,560, 10,278,918, 10,772,829,
11,090,261, 11,844,858, and 11,400,077 (the “Challenged Patents”).
 
The Notice Letter alleges that the Challenged Patents are invalid, unenforceable and/or will not be infringed by the commercial manufacture, use or sale of the generic product
described in Sandoz’s ANDA. The Notice Letter does not challenge patent certification to the following RYZUMVI™ Orange Book patents: U.S. Patent Nos. 12,201,615 and
12,201,616 listed in the Orange Book.
 
In response to the ANDA filing, the Company or its commercial partner may choose to file a patent infringement lawsuit to defend the intellectual property rights associated
with RYZUMVI™.
 
Forward Looking Statements
 
This Current Report on Form 8-K contains forward-looking statements that are made pursuant to the safe harbor provisions of the federal securities laws, including, without
limitation, any statements related to the intention of the Company or its commercial partner to enforce their respective intellectual property rights. These forward-looking
statements are based on current expectations and are not guarantees of future performance. These forward-looking statements relate to us, our business prospects and our results
of operations and are subject to certain risks and uncertainties posed by many factors and events that could cause our actual business, prospects and results of operations to
differ materially from those anticipated by such forward-looking statements. Factors that could cause or contribute to such differences include, but are not limited to, those
described under the heading “Risk Factors” included in our Quarterly Report on Form 10-Q for the quarter ended September 30, 2024 and in our other filings with the U.S.
Securities and Exchange Commission. Readers are cautioned not to place undue reliance on these forward-looking statements, which speak only as of the date of this report. In
some cases, you can identify forward-looking statements by the following words: “anticipate,” “believe,” “continue,” “could,” “estimate,” “expect,” “intend,” “aim,” “may,”
“ongoing,” “plan,” “potential,” “predict,” “project,” “should,” “will,” “would” or the negative of these terms or other comparable terminology, although not all forward-looking
statements contain these words. We undertake no obligation to revise any forward-looking statements in order to reflect events or circumstances that might subsequently arise.
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