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Item 8.01 Other Events
Cumberland Pharmaceuticals Inc. (“we” “our” or "the Company") is a specialty pharmaceutical company focused on the acquisition, development and
commercialization of branded prescription products.
In November 2018, the Company completed and filed with the U.S. Food and Drug Administration ("FDA"), a New Drug Application (“NDA”) for its
methotrexate product line. These products are designed for the treatment of adult and pediatric patients with rheumatoid arthritis, as well as adults with
psoriasis.
In January 2018, the FDA determined that the application was complete and notified us of their acceptance for its review, setting September 2019 as the
Prescription Drug User Fee (“PDUFA”) action date for an approval decision. Since that time, the Company has had a number of communications with the
FDA and addressed their questions through multiple amendments that were submitted to the application.
On August 22, 2019, the FDA sent us a goal extension letter in order to allow them additional time to review the application. They set a new PDUFA action
date of early December 2019.
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