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Item 8.01 Other Events.

On February 11, 2010, Cadence Pharmaceuticals, Inc. (the “Company,” or “Cadence”) announced that the U.S. Food and Drug Administration (“FDA”)
has issued a Complete Response letter to its New Drug Application (“NDA”) for intravenous acetaminophen. In the Complete Response letter, the FDA only
indicated that deficiencies were observed during the agency’s facility inspection of the Company’s third party manufacturer, which was completed on February 5,
2010. The FDA did not cite any safety or efficacy issues, nor did it request any additional studies to be conducted prior to approval.

The Company’s third party manufacturer intends to respond promptly to the observations, and Cadence plans to request a meeting with the FDA to ensure
that the deficiencies have been adequately addressed to meet the requirements for NDA approval.
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